fedefol  feoister 


TUESDAY,  OCTOBER  19,  1976 


PART  V: 

> 

DEPARTMENT  OF 
HEALTH, 

EDUCATION,  AND 
WELFARE 

Food  and  Drug  Administration 


VITAMIN  AND  MINERAL 
PRODUCTS 


Labeling  and  Composition  Regulations 


46156 


RULES  AND  REGULATIONS 


Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION.  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
SUBCHAPTER  B— FOOD  AND  FOOD  PRODUCTS 

[Docket  No.  75N-0107I 

PART  80— DERNITIONS  AND  STAND¬ 
ARDS  OF  IDENTITY  FOR  FOODS  FOR 
SPECIAL  DIETARY  USES 

PART  12&— LABEL  STATEMENTS  CON¬ 
CERNING  DIETARY  PROPERTIES  OF 
FOOD  PURPORTING  TO  BE  OR  REPRE¬ 
SENTED  FOR  SPECIAL  DIETARY  USES 

Vitamin  and  Mineral  Products 

The  Food  and  Drug  Administration 
(FDA)  is  issuing  final  revised  regula¬ 
tions  governing  the  labeling  and  compo¬ 
sition  of  dietary  supplements  and  other 
f(X)ds.  which  purport  or  are  represented 
to  be  for  special  dietary  use  because  of 
vitamin  and/or  mineral  properties,  in 
compliance  with  remand  directions  by 
the  United  States  Court  of  Ai^jeals  for 
the  Second  Circuit,  National  Nutritional 
Foods  Assn.  v.  Food  and  Drug  Adminis¬ 
tration,  504  F.2d  761  (2d  Cir.  1974),  and 
in  compliance  with  new  amencim^ts  to 
the  Federal  Food,  Drug,  and  (Cosmetic 
Act  concerning  vitamins  and  minerals. 
Voluntary  compliance  with  these  regula¬ 
tions  may  begin  October  19,  1976  and  all 
products  initially  introduce  Into  inter¬ 
state  commerce  on  or  aft^  January  1, 
1978,  shall  fully  comply. 

A.  History 

In  the  Federal  Register  of  August  2, 
1973  (38  FR  20708,  20730),  the  Ccxnmls- 
sioner  of  Food  and  Dru^  established 
new  regulations  to  govern  the  labeling 
and  composition  of  dietary  supplements 
and  other  foods  that  purport  or  are  rep¬ 
resented  to  be  for  special  dietary  use  be¬ 
cause  of  vitamin  and/or  mineral  proper¬ 
ties  in  §§  80.1,  125.1,  125.2,  and  125.3  (21 
CFR  80.1,  125.1,  125.2,  125.3).  Subse¬ 
quently,  15  petitions  for  review  of  these 
regulations  were  filed  in  various  United 
States  courts  of  appeals,  and  all  petl- 
tiOTis  were  eventually  consolidated  in  the 
United  States  Court  of  Appeals  for  the 
Second  Circuit.  After  extensive  briefing 
and  argument,  that  Court  rendered  judg¬ 
ment  on  August  15, 1974  (.National  Nutri¬ 
tional  Foods  Association  v.  Food  and 
Drug  Administration,  504  F.2d  761  (2d 
Cir.  1974) ) .  While  the  Court  stated  that 
it  was  “broadly  sustaining  the  regula¬ 
tions”  (504  F.2d  786),  it  nevertheless 
remanded  the  regulations  to  FDA  for 
certain  further  action.  A  copy  of  the 
Court’s  judgment  is  on  file  with  the 
Hearing  Clerk,  F(x>d  and  Drug  Adminis¬ 
tration,  Rm.  4-65,  5600  Fishers  Lane. 
Rockville,  MD  20852. 

A  petition  for  certiorari,  asking  the 
United  States  Supreme  Court  to  review 
the  decision  by  the  Court  of  Appeals,  was 
filed  by  petitioners  in  2  of  the  15  petitions 
for  review  which  had  been  consolidated 
before  the  Second  Circuit.  On  Febru¬ 
ary  24,  1975,  the  Supreme  Court  denied 
the  petition  for  certiorari  (420  U.S.  946) . 
Accordingly,  by  a  document  published  in 
the  Federal  Register  of  May  28,  1975 
(40  FR  23244),  FDA  began  the  process 


of  compliance  with  the  remand  direc¬ 
tions  of  the  Ck>urt  of  Appeals.  Pursuant 
to  those  directions,  the  May  28,  1975 
document  addressed  three  separate  mat¬ 
ters: 

1.  Applications  for  additional  formula¬ 
tions.  The  August  2,  1973  regulations  es¬ 
tablished  definitions  and  standards  of 
Identity  for  dietary  supplements  of  vi¬ 
tamins  and  minerals  which  would  have 
permitted  five  basic  types  of  preparations 
(a  multivitamin  and  multimineral  sup¬ 
plement,  a  multivitamin  supplement,  a 
multimineral  supplement,  a  multivitamin 
supplement  with  iron,  and  a  supplement 
consisting  of  any  single  vitamin  or  min¬ 
eral)  and  specified  certain  mandatory 
and  optional  vitamins  and  minerals  for 
inclusion  in  multinutrient  supplements. 
While  the  Court  of  Appeals  upheld  FDA’s 
authority,  pursuant  to  section  304  of 
the  act  (21  U.S.C.  341) ,  to  establish  defi¬ 
nitions  and  standards  of  Identity  for  die¬ 
tary  supplements  of  vitamins  and  min¬ 
erals,  it  directed  FDA  to  receive  and  con¬ 
sider  applications  for  additional  fonhu- 
lations  of  dietary  supplements  to  be  per¬ 
mitted  by  the  regulations.  Therefore,  in 
the  May  28,  1975  document,  the  Com- 
mlssiimer  invited  applications  frdm  any 
interested  persons  who  desired  that  ad¬ 
ditional  formulati(ms  of  dietary  supple¬ 
ments  of  vitamins  and/or  minerals  be 
permitted  imder  the  regulations.  The 
applications  received  and  the  Commis¬ 
sioner’s  action  thereon  are  discussed  be¬ 
low  in  section  B. 

2.  Reopening  of  hearing.  The  Court’s 
decision  also  instiucted  FDA  to  reopen 
the  administrative  hearing  on  which  the 
regulations  were  based,  for  the  limited 
purpose  of  permitting  cross-examination 
of  one  witness.  Accordingly,  the  May  28, 
1975  document  gave  preliminary  notice 
of  reopening  of  the  hearing.  The  re¬ 
opened  hearing  was  held  at  FDA  head¬ 
quarters  in  Rockville,  Maryland,  from 
November  10  through  17,  1975.  The  re¬ 
port  and  recommended  order  of  the  Ad¬ 
ministrative  Law  Judge  was  entered  on 
February  20,  1976,  Thereafter,  hearing 
participants  filed  exceptions  to  the  re¬ 
port  and  recommended  order.  The  re¬ 
opened  hearing,  the  report  and  recom¬ 
mended  order  of  the  Administrative  Law 
Judge,  and  the  Commissioner’s  action 
upon  the  exceptions  filed  by  the  hearing 
participants  in  response  to  the  report 
and  recommended  order  are  discussed 
below  in  section  C. 

3.  Other  amendments  to  the  regula¬ 
tions  pursuant  to  the  decision  by  the 
Court  of  Appeals.  After  careful  consider¬ 
ation  of  the  Court  of  Appeals’  decision, 
the  Commissioner  concluded  that  a 
number  of  revisions  should  be  made  in 
the  regulations.  Accordingly,  several 
tentative  amendments  to  the  regulations 
were  published  in  the  May  28,  1975  doc¬ 
ument.  In  the  same  document,  the  Com¬ 
missioner  exi^ained  his  rationale  for  the 
tentative  amendments  and  Invited  in¬ 
terested  persons  to  file  exceptions.  The 
exceptions  received  and  the  Commis¬ 
sioner’s  action  thereon  are  discussed  be¬ 
low  in  section  D. 

4.  The  1976  Vitamin  and  Mineral 
Amendments  to  the  Federal  Food,  Drug, 


and  Cosmetic  Act.  While  FDA  was  in  the 
prooen  of  revising  the  vitamln/mlneral 
regulaittoDs  pursuant  to  the  remand  di- 
rectkms  of  the  Court  of  Appeals,  Con¬ 
gress  enacted  new  legislation  (Pub.  L. 
94-278.  Titie  V.  April  22,  1976)  that  re¬ 
stricts  FDA’s  authority  to  limit  the 
maximum  potency  of  vitamins  and  min¬ 
erals  and  iZM;lusion  of  Ingredients  in  die¬ 
tary  supplements  which  are  offered  for 
use  by  adults  (other  than  pregnant  or 
lactating  women)  and  are  recognized  as 
safe.  The  effect  of  the  new  legislation 
upon  FDA’s  regulations  is  discussed  below 
in  section  EL 

5.  Other  important  matters.  In  section 
F  below,  the  Commissioner  discusses:  (1) 
the  reorganization  and  recodification  of 
the  regulations  to  improve  clarity,  (2) 
the  dDFective  date  of  the  regulations,  and 
(3)  Judicial  review. 

6.  Final  revised  regulations.  Finally, 
pursuant  to:  (1)  his  evaluation  of  the 
applications  for  additional  formulations, 
as  discussed  In  section  B  below,  (2)  his 
evaluatkm  of  the  reopened  hearing,  as 
discussed  in  section  C  below,  (3)  his  eval¬ 
uation  of  the  exceptions  received  in  re¬ 
sponse  to  the  tentative  amendments  to 
the  vitamin/mlneral  regulations,  as  dis¬ 
cussed  in  section  D  below,  (4)  the  re¬ 
quirements  of  the  1976  Vitamin  and 
Mineral  Amoidments  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  as  dis¬ 
cussed  in  section  E  below,  and  (5)  certain 
other  considerations,  as  discussed  in  sec¬ 
tion  F  below,  the  Commissioner  Issues 
final  revised  regulations  under  §§80.1, 
125.1, 125.2,  and  125.3. 

B.  Application  for  Approval  of 
Additional  Formulations 

In  the  May  28,  1975  document,  the 
Commissioner  invited  applications  from 
any  interested  persons  who  desired  that 
additional  formulations  of  dietary  sup¬ 
plements  of  vitamins  and/or  minerals  be 
permitted  under  §  80.1.  The  Commis¬ 
sioner  advised  that  applications  were  in¬ 
vited  both  for  additional  combinations  of 
ingredients  and/or  for  increased  potency 
of  any  vitamin  (s)  or  mlneraKs)  within 
a  combination.  The  Commissioner  also 
published  tentative  amendments  to  the 
regulations  to  permit  sale  of  a  dietary 
suiH>lGinent  consisting  of  a  single  vita¬ 
min  or  mineral  without  limit  on  maxi¬ 
mum  potency  as  long  as  the  preparation 
is  generally  recognized  as  safe,  as  dis¬ 
cussed  in  section  D  below'. 

The  CJommissioner  originally  provided 
that  such  applications  must  be  filed  with 
FDA  by  July  14, 1975.  However,  pursuant 
to  requests  for  ext«ision  of  time  for  filing 
of  such  applications,  the  deadline  for  fil¬ 
ing  was  subsequently  extended  until  Au¬ 
gust  29,  1975  by  notice  published  in  the 
Federal  Register  of  July  10,  1975  (40  FR 
29089). 

Applications  were  received  for  a  total 
of  73  dietary  supplement  formulations  by 
the  close  of  the  extended  time  period 
allotted  for  the  filing  of  applications.  On 
April  29,  1976,  the  FDA  Bureau  of  Foods 
Assistant  Associatfe  Director  for  Nutri¬ 
tion  and  Consumer  Sciences  fonvarded 
to  the  Acting  Associate  Director  a  report 
on  the  “Applications  for  Additional  Diet- 
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ary  Supplement  Formulations.”  The  re¬ 
port  considered  all  submissions  that  had 
been  received  (including  some  submis¬ 
sions  received  after  the  August  29,  1975, 
deadline) ,  and  it  recommended  that  eight 
additional  formulations  be  authorized. 

However,  the  recommendations  con¬ 
tained  in  the  report  were  generally  ren¬ 
dered  moot  by  the  enactment  of  the  1976 
Vitamin  and  Mineral  Amendm^ts  to  the 
Federal  Food,  Drug,  and  Cosmetic  Act. 
The  new  legislation  prevents  FDA  frMn 
limiting  the  inclusion  of  Ingredients  or 
maximum  ix>tency  of  vitamins  and  min¬ 
erals  in  dietary  supplement  formiQatlons 
(intended  for  ingestion  in  tablet,  capsule, 
droplet  or  other  form  not  simulating  or 
represented  as  conventional  food)  that 
are  offered  for  use  by  adults,  other  than 
pregnant  or  lactating  women,  and  are 
recognized  as  safe.  (Ihe  new  legislation 
is  discussed  In  detail  in  secti(«i  E  below.) 
The  regulations  are  revised  below  to  con¬ 
form  to  the  restrictions  imposed  upon 
FDA  by  the  new  legislation,  i.e.,  the  reg¬ 
ulations  no  longer  limit  the  inclusion  of 
Ingredients  or  maxlmiun  potency  of  vita¬ 
mins  and/or  minerals  in  dietary  supple¬ 
ment  formulations  (hitended  for  inges¬ 
tion  in  tablet,  capsule,  droplet  or  other 
form  not  simulating  or  represented  as 
conventional  food)  that  are  represented 
for  use  by  adults,  other  than  pregnant 
or  lactating  women,  and  are  recognized 
as  safe.  Accordingly,  there  is  not  need 
for  the  Commissioner  to  rule  upon  the 
merits  of  most  of  the  preparations  for 
which  applications  were  filed  because, 
with  respect  to'  most  such  preparations, 
the  regiUations  no  longer  piuport  to  es¬ 
tablish  a  limited  niunber  of  approved 
formulations. 

However,  because  the  Commissioner 
believes  that  the  report  prepared  by  the 
Assistant  Associate  Director  for  Nutri¬ 
tion  and  Consumer  Sciences  may  be  use¬ 
ful  to  the  public,  the  Commissioner  has 
determined  to  make  it  available.  As  an 
intra-agency  memorandum  maldng  rec¬ 
ommendations  for  action  by  the  FDA. 
this  document  would  not  be  required  to 
be  disclosed  under  the  Freedom  of  Infor¬ 
mation  Act.  However,  in  the  exercise  of 
his  discretion,  the  Commissioner  has  for¬ 
warded  a  copy  of  the  doc\iment  to  the 
office  of  the  Hearing  Clerk,  Pood  and 
Drug  Administration,  wlfbre  it  will  be 
available  for  public  scrutiny;  copies  may 
be  requested  at  cost.  (The  report  is  not 
an  official  statement  of  FDA  policy;  In¬ 
deed,  the  Commissioner  might  not  have 
accepted  its  recommendations.  Yet,  as  a 
comprehensive  review  of  a  controversial 
matter  by  informed  agency  staff,  it  should 
be  of  interest  and  use  to  the  public.) 

A  few  of  the  applications  concerned 
preparations  that  are  not  automatically 
authorized  by  the  new  vitamin/mineral 
legislation.  The  new  legislation  does  not 
apply,  for  example,  to  preparations  rep¬ 
resented  for  use  by  persons  under  the 
age  of  12  years,  by  pregnant  or  lactating 
women,  or  by  individuals  in  the  treat¬ 
ment  or  management  of  specific  diseases 
or  disorders.  The  Commi^ioner’s  action 
on  these  applications  is  as  follows: 

1.  Dietary  supplement  of  vitamins  A, 
D,  and  C  for  infants  and  young  children. 


Three  applicatkxis  were  for  a  pediatric 
dietary  supplement  preparation  contain¬ 
ing  vitamins  A,  D,  and  C.  One  of  these 
applications  requested  inclusion  of 
vitamin  E;  another  requested  optional 
inclusion  of  iron.  The  Commissioner 
agrees  that  a  dietary  supplement  should 
be  authorized  which  provides  vitamins 
A,  D,  and  C  for  Infants  and  young  chil- 
dr^  with  provision  for  optional  inclu¬ 
sion  of  vitamin  E  and/or  iron. 

The  combination  of  vitamins  A,  D,  and 
C  has  been  recomm^ded  for  patient  use 
by  pediatricians  for  many  years.  Ihis 
combination  is  ai^opriate  for  use  as  a 
dietary  suppliant  in  those  cases  when 
non-breast-fed  infants  receive  unforti¬ 
fied  fat-free  miiic  formulas  which  lack 
sufficient  quantities  of  these  nutrients. 
The  American  Academy  of  Pediatrics  has 
long  recognized  this  kind  of  preparation 
as  a  desirable  combination  for  supple¬ 
menting  the  diets  of  some  infants  and 
young  children. 

The  need  for  supplemental  amounts  of 
iron  and  vitamin  E  Is  based  on  a  similar 
rationale,  and  pediatric  practice  has 
favored  having  the  option  of  providing 
iron  and  vitamin  E  along  with  vitamins 
A,  D,  and  C.  Ixyw  birth  weight  infants, 
especially  prematurely  bom  infants,  may 
be  prone  to  develop  an  anemia  due  to  In¬ 
adequate  stores  of  body  irmi.  Similarly, 
stores  of  vitamin  E  at  birth  are  com¬ 
monly  less  for  the  premature  than  for  the 
full-term  infant,  and  early  provision  for 
vitamin  E  sufficiency  in  these  intents  is 
desirable  to  minimize  the  risk  of  hemoly¬ 
tic  anemia.  Because  of  these  potential 
risks,  it  is  appropriate  to  provide  for  the 
optional  inclusion  of  vitamin  E  and  iron 
in  the  vitamins  A,  D.  and  C  supplement. 
The  r^ulatlons  have  been  amended 
b^ow  to  provide  for  such  a  preparatian. 

2.  Dietary  supplement  for  pregnant 
women  (a  prenatal  preparation) .  An  ap¬ 
plication  was  received  for  a  “prenatal 
dietary  supplement”  that  would  deviate 
from  Ihe  present  formulation  authorized 
by  S  80.1  for  pregnant  or  lactating  wom¬ 
en  only  In  that  the  range  of  vitamin  Bt 
would  be  Increased  from  2-4  mg  to  10-40 
mg.  This  proposed  change  was  supported 
by  general  statements  that  “pregnancy 
results  in  abnormal  tryptophan  metab¬ 
olism,”  and  that  production  of  trypto¬ 
phan  metabolites  formed  during  this  pe¬ 
riod  are  “normalized  by  high  intake  of 
vitamin  B«.”  The  only  evidence  cited 
which  appeared  to  support  this  assertion 
was  a  short  article  in  Lancet  by  an  in¬ 
vestigator  associated  with  the  Indian 
Council  of  Medical  Research,  Hyderabad, 
India  (Iyengar,  L.,  “Oral  Lesions  in  Preg¬ 
nancy,”  Lancet,  1:  680-681,  1973).  How¬ 
ever,  after  examination  of  this  article,  it 
was  concluded  that  it  did  not  support  the 
petitioner’s  hypothesis.  The  author  of  the 
article  summarized  by  saying  that  the 
results  of  her  investigation  “suggest  that 
oral  lesions  in  pregnancy  particularly 
common  in  pregnant  women  of  low-in¬ 
come  groups  in  India  have  a  dual  ori¬ 
gin — both  psrrldoxlne  and  riboflavin  hav¬ 
ing  aetiolc^cal  roles.” 

The  Commissioner  concludes  that  it 
would  be  contrary  to  sound  public  health 
policy  to  arithorize  such  a  great  increase 


(5  to  10  times)  in  vitamin  Be  in  lurepara- 
tlons  represented  for  use  by  pregnant 
women  without  more  supporting  data. 

3.  Vitamin/ mineral  preparation  for 
women  taking  estrogens.  Two  aK>llca- 
tions  were  received  for  multinutrient 
supplements  for  wmnen  taking  estrqgen- 
contalnlng  oral  (xmtraceptives  or  other 
estrogen  preparations.  The  Commissioner 
recognizes  that  use  of  estrogoi  prepara¬ 
tion  may  affect  the  body’s  nutrient  needs. 
However,  vltamln/mlneral  preparations 
intended  to  meet  such  needs  are  ad¬ 
juncts  to  prescription  drug  therapy, 
since  estrogen  preparations  are  available 
only  on  prescription.  The  CTommlssioner 
believes  that  vltamln/mineral  prepara¬ 
tions  taken  to  meet  special  vitamin  or 
mineral  needs  occasioned  by  drug  ther¬ 
apy  should  be  considered  drugs.  The 
Commissioner  will  await  receipt  of  the 
recommendations  of  the  Panel  on  OTC 
(over-the-counter)  Vitamin,  Mineral, 
and  Hematinlc  Drug  Products  before 
making  any  determination  about  appro¬ 
priate  nutrient  preparations  for  use  by 
women  taking  estrogen-containing  drugs. 
In  the  meantime,  the  Commissioner  will 
regard  safe  and  nutritionally  rational 
vitamin  and/or  mineral  preparations 
represented  for  use  by  wom^  taking  es- 
tr^en-containlng  drugs  to  be  ai^ropri- 
ate  for  sale  as  over-the-co\mtc^  drugs, 
and  thus  not  subject  to  the  formulation 
restrictions  imposed  by  the  dietary  sup¬ 
plement  (special  dietary  food)  regula¬ 
tions  issued  below. 

In  summary,  it  is  uimecessary  to  rule 
on  most  of  the  applications  received  for 
additional  formulations  of  dietary  sup¬ 
plements  because  the  regiilations  issued 
below  have  been  revised  to  conform  to 
the  requirements  of  the  1976  Vitamin  and 
Miner^  Amendments  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act;  l.e.,  the 
regutetions  no  longer  impose  limits  on 
the  inclusion  of  ingredients  or  maximum 
potency  of  vitamins  and  minerals  in  most 
dietary  supplement  products  that  are  of¬ 
fered  for  use  by  adults,  other  than  preg¬ 
nant  or  lactating  women,  and  are  recog¬ 
nized  as  safe.  The  regulations  have, 
however,  been  amended  to  authorize  an 
additional  pediatric  dietary  supplement 
consisting  of  vitamins  A.  D,  and  C  (with 
provision  for  the  optional  inclusion  of 
vitamin  E  and/or  iron)  represented  for 
use  by  infants  and  children  under  4  years 
old. 

C.  Reopened  Hearing 

The  Court  of  Appeals  remanded  the 
regulations  to  FDA  “with  instructions  to 
reopen  the  record  for  the  limited  pur¬ 
pose  of  permitting  reasonable  cross-ex¬ 
amination  of  Dr.  [William  H.l  Sebrell 
(or,  if  he  is  not  available,  some  other 
qualified  member  of  the  [Food  and  Nu¬ 
trition]  Board  [of  the  National  Academy 
of  Sciences] )  by  Dr.  [Miles  H.]  Robinson 
or  counsel  of  some  other  similarly  in¬ 
terested  participants”  (504  F.  2d  at  799) . 

A  preliminary  notice  of  reopening  of 
hearing  was  published  in  the  May  28, 
1975  document,  which  advised  inter  alia 
that  the  hearing  would  be  reopened  pur¬ 
suant  to  the  Court’s  direction  and  t^t 
Dr.  Alfred  E.  Harper,  Professor  of  Nutrl- 
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tion  Sciences  and  Biochemistry  and 
Chairman  of  the  Department  of  Nutri¬ 
tional  Sciences,  University  of  Wisccmsin, 
would  be  made  available  for  examina¬ 
tion.  As  explained  in  the  preliminary 
notice,  Dr.  Sebrell  was  no  longer  a  mem¬ 
ber  of  the  Food  and  Nutrition  Board, 
and  arrangem^ts  were  made  to  call  in¬ 
stead  Dr.  Harper,  who  was  Dr.  Sebrell’s 
successor  as  the  Chairman  of  the  Cmn- 
mittee  on  Dietary  Allowances  of  the  FVxxl 
and  Nutrition  Board,  serving  in  that  ca¬ 
pacity  at  the  time  of  development  and 
publication  of  the  most  recent  recotn- 
moided  dietary  allowances  (RDA’s)  con¬ 
tained  in  the  (eighth)  edition  of  the 
National  Academy  of  Sciences/National 
Research  Council’s  ‘'Recommended  Die¬ 
tary  Allowances.” 

The  Notice  of  Reopening  of  Hearing 
was  published  in  the  Federal  Register  of 
September  30,  1975  (40  PR  44857) .  inter 
alia,  the  notice  stated  that  Eh*.  Harper 
would  be  available  to  “respond  to  InqiUry 
by  those  exposed  to  the  regulaticms,  con¬ 
cerning:  (a)  the  methoderfogy  employed 
In  devel(n>inent  of  the  recommoided 
dietary  allowances  by  the  Board  and  the 
scientific  foundation  upon  which  these 
allowances  are  based,  (b)  the  scientific 
appre^riateness  of  Food  and  Drug  Ad¬ 
ministration  use  of  the  Board’s  recom¬ 
mended  dietary  allowances,  and  (c)  pos¬ 
sible  biases  or  conflicts  of  Interest  on  Uie 
part  of  the  Board,  as  well  as  any  other 
subjects  deemed  by  the  Administrative 
Law  Judge  to  be  relevant  to  the  examina¬ 
tion  mandated  by  the  Court  of  Appeals.” 

The  presiding  officer  at  the  hearing 
was  Administrative  Law  Judge  Daniel  J. 
Davidson.  A  prehearing  conference  was 
held  by  Judge  Davidson  on  October  31, 
1975,  and  the  reopened  hearing  was  held 
from  November  10  through  17,  1975. 

Twenty-one  parties  appeared  at  the 
hearing.  Pursuant  to  the  terms  of  the 
remand  by  the  Court  of  Apiieals,  Dr.  Miles 
H.  Robinson  took  a  leading  role  in  the 
examination  of  Dr.  Harper.  However,  ex¬ 
amination  was  not  restricted  to  Dr.  Rob¬ 
inson,  and  several  other  participants  also 
engaged  In  examination. 

On  February  20,  1976,  Judge  Davidson 
entered  in  the  docket  his  report  and 
reemnmended  order  cm  the  reopened 
hearing.  Judge  Davidson’s  “ultimate 
findings  and  order”  were  as  follows: 

(1)  Alleged  biases  and/or  conflicts  of  In¬ 
terests  of  the  witness  or  other  members  of  the 
Food  and  Nutrition  Board  have  not  been  es¬ 
tablished  In  any  degree  which  might  reason¬ 
ably  be  interpreted  as  affecting  the  Judgment 
of  the  witness  or  other  members  of  the 
Board  in  determining  the  RDA’s. 

(2)  Although  the  Board  determined  the 
RDA’s  as  a  g\ilde  to  soimd  nutrition  for  a 
healthy  population,  and  not  as  standards 
for  regulatory  purposes,  there  is  nothing  in¬ 
consistent  or  unsound  in  using  the  RDA’s 
as  a  basis  for  regulatory  determinations  (sic] 
as  to  labeling  and  nutritional  content  re¬ 
quirements,  and 

(3)  Information  adduced  through  detailed 
cross-examination  into  the  scientific  basis 
and  methodology  utilized  by  the  Board  in  de¬ 
termining  the  RDA*b  does  not  require  adop¬ 
tion  at  regulations  differing  from  those  pub¬ 
lished. 


Tbereafter,  exceptions  to  the  report 
and  recommended  order  were  filed  by 
hearing  participants.  All  exceptions  have 
been  examined  with  care,  and.  as  dis¬ 
cussed  in  detail  below,  the  Commissioner 
has  concluded  that  the  examinatiou  of 
Dr.  Harper  at  the  reopened  hearing  has 
given  no  cause  for  revision  of  the  regula¬ 
tions;  he  accepts  the  report  and  recom¬ 
mended  order  by  Judge  Davidson  without 
change.  Thus,  no  revision  arising  out  of 
the  reopened  hearing  has  been  made  in 
the  regulations.  (The  regulations  have, 
however,  been  revised  extensively  for 
other  reasons,  Le.,  because  of  the  limita¬ 
tions  on  FDA  authority  imposed  by  the 
1976  Vitamin  and  Mineral  Am^dments 
to  the  Federal  Food,  Drug,  and  Cosmetic 
Act,  as  discussed  in  sectiem  E  below,  be¬ 
cause  of  exceptimis  received  in  response 
to  the  tentative  amendments  to  the  reg¬ 
ulations  published  May  28.  1975,  as  dis¬ 
cussed  in  section  D  below,  and  pursuant 
to  applications  for  additlcmal  formula- 
tions.  as  discussed  in  section  B  above.) 

The  transcript  of  the  prehearing  con¬ 
ference  and  of  the  reopened  hearing,  the 
rep<Mt  and  recommended  mder  of  Judge 
Davidson,  and  all  briefs,  exhibits,  excep- 
tlcms,  and  other  memoranda  filed  by  the 
hearing  participants  are  avallaUe  for 
public  inspection  in  the  office  of  the 
Hearing  Clerk,  Food  and  Drug  Admin¬ 
istration. 

After  enactment  of  the  1976  Vitamin 
and  Afineral  Amendments  to  the  Federal 
Pood,  Drug,  and  Cosmetic  Act,  which 
gmerally  prcMblt  the  Commissioner 
from  Imposing  maximum  limits  on 
potency  of  a  dietary  supplement  (dis¬ 
cussed  below,  section  E),  the  Commis¬ 
sioner  c<»isidered  whether  it  might  no 
longer  be  necessary  to  rule  upon  the  ex¬ 
ceptions  received  in  response  to  the  re- 
P(^  and  recommended  order  of  the  Ad¬ 
ministrative  Law  Judge,  in  that  the  Court 
of  Appeals,  in  remandl^  the  regulations 
with  directions  to  reopen  the  hearing, 
had  stated  that  the  remand  would  not 
have  been  necessary  if  the  U.S.  Recmn- 
mended  Daily  Allowances  (UB.  RDA’S) 
had  not  been  used  to  limit  potency: 

As  earlier  noted,  several  petitioners  do  not 
<A>Ject  to  tbe  basic  requirement  of  I  13SA(a), 
that  “tbe  label  Aall  bear  a  sptatement  of  the 
percentage  of  tbe  UB.  ROA  of  such  vitamins 
and  minerals,  as  set  fmth  In  f  125.1(b), 
supplied  by  such  food  when  consumed  In 
a  spectfle  quantity  during  a  period  of  1 
day.”  •  •  •.  In  any  event  we  see  no  infirmity 
in  It.  Whatever  objections  there  may  be  to  the 
UB.  RDA’s  when  used  as  a  basis  for  pro¬ 
hibiting  the  sale  as  dietary  supplements  of 
products  exceeding  the  upper  limits — and  we 
have  sustained  these  only  because  of  the 
blatantly  oroneous  restriction  on  the  cross- 
examlnatlmi  of  Dr.  Sebrell  •  •  •  they  have 
no  such  force  when  tbe  UB.  RDA’s  are  used 
simply  as  measuring  rods  to  inform  the  con¬ 
sumer  what  he  Is  getting.  (504  F.  2d  790.) 

However,  since  the  reopened  hearing 
had  been  concluded  and  exceptions  had 
already  been  filed  by  the  time  the  new 
legislation  was  enacted,  the  Ccxnmis- 
sioner  determined  that  he  should  com¬ 
plete  the  hearing  process  and  review  the 
record  and  the  exceptions  received  to 
determine  wheUi^  any  evidence  had 


been  brought  forth  which  might  impugn 
the  UB.  RDA’s.  Acccu’dlngly,  the  excep¬ 
tions  filed  with  tbe  Ck>mmissioner  in  re¬ 
sponse  to  the  report  and  recommended 
order  of  Administrative  Law  Judge  Dan¬ 
iel  J.  Davidson,  and  the  Commissioner’s 
conclusions  in  response  thereto,  are  dis¬ 
cussed  below: 

1.  Allegations  of  bias  and  conflict  of  in¬ 
terest.  Ehr.  Miles  H.  Robinson,  represent¬ 
ing  himself  and  the  Federation  of  Home¬ 
makers.  Ms.  Mary  S.  Hill,  Mr.  Ralph  P. 
Glaser,  Mr.  Karl  F.  Lutz,  Ms.  Janie  A. 
Meeter,  and  the  National  Health  Federa¬ 
tion.  took  exception  to  the  Administra¬ 
tive  Law  Judge’s  finding  that  the  alleged 
bias  and/or  conflict  of  interest  of  Dr. 
Harper  or  other  members  of  the  Food 
and  Nutrition  Board  was  not  estaUished 
in  any  degree  that  might  reasimably  be 
int«l)reted  as  affecting  their  judgment 
(Tr.  32530-32532.  32558,  32535-32536, 
32798,  32498,  32500,  32502,  32506,  32999, 
32523,  32525-32527,  32518,  32593-32594, 
32589,  32719-32721.  32585,  33033-33034, 
32804,  32801-32802,  P-1164,  P-1165,  3, 

16.  18.  21,  22,  75,  76).  Howevor,  the  ex¬ 
amination  of  Dr.  Harper  demonstrated 
that  this  excepti<m  is  without  merit  (Tr. 
32498-32506,  32518,  32530-32532,  32535- 
32537,  32799-32799,  32512-32514,  32516, 
32518-32519,  32523-32527,  32558.  32506- 
32507,  32589,  32573.  32582-32585, 

32719-32722,  32726.  32999.  33030,  33033- 
33041.  32802,  32804-32807,  32828-32830, 
32833,  32590,  32815-32818,  32821-32824). 
Dr.  IBuper  testified  that  he  did  not  know 
of  any  occasion  when  anyone  on  the  Food 
and  Nutrition  Board  had  been  Influaiced 
by  any  m«nber  of  the  food  Industry  in 
the  setting  oi  the  National  Academy  of 
Sciences/National  Research  Council’s 
Recommended  Dietary  Allowances  and 
further  explained  that  there  were  pidlcies 
adopted  by  the  Committee  on  IXetary  Al¬ 
lowances  (hereafter  “the  C<xnmlttee”)  to 
^isure  that  its  members  were  not  Infiu- 
^ced  file  food  industry^  (TT.  32589, 
33381-33385). 

One  pcuticular  allegation  was  that  Dr. 
Harper  was  the  first  professor  at  the 
Massachusetts  Institute  of  Technology 
(hereafter  “MIT”)  to  receive  a  grant 
from  General  Foods  Corporatkm.  How¬ 
ever.  the  record  shows  no  conflict  of  in¬ 
terest.  The  grant  to  MIT  mer^  provided 
funds  which  MIT  ultimately  chose  to  use 
for  Dr.  BEarper’s  salary,  which,  as  a  ten¬ 
ured  professor,  he  would  have  received  hi 

1  The  Food  and  Drug  Administration’s  reg- 
vilatlons  provide:  “The  UB.  Recommended 
Dally  Allowances  (UB.  RDA’s)  have  been 
derived  by  the  Pood  and  Ehrug  Administration 
from  the  ‘Recommended  Dietary  Allowances,* 
published  by  the  Food  and  Nutrition  Board, 
National  Academy  of  Sciences/National  Re¬ 
search  Council,  and  are  subject  to  amend¬ 
ment  as  mwe  knowledge  on  human  nutrient 
requirements  becomes  avaUable.”  (See  Si  80.- 
1(d)  (2)  and  125.1(b)  (2)  of  the  final  revised 
regulations  promulgated  b^ow,  formerly 
codified  In  the  August  2,  1973  regulations  at 
SI  80.1(f)(2)  and  126.1  (b)(1).)  The  National 
Academy  of  Sciences’  ROA’s  are  established 
by  the  Food  and  Nutrition  Board  of  the  Na¬ 
tional  Academy  at  Sdenees  after  recommen¬ 
dation  at  Its  Committee  on  Dlefiuy  Allow¬ 
ances  (’IT.  33914-S3S17). 
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any  event  (Tr.  32523).  Dr.  Harper  was 
i4H>olnted  a  Professor  of  Nutritlmi  at 
MIT  before  MIT  had  received  any  sup¬ 
port  from  Oeneral  Poods  (It.  33524), 
and  when  he  left  MIT  In  1965^  the  gruit 
continiied  to  fund  that  faculty  position 
imtll  1975  (Tr.  32525) .  Hius.  Dr.  Harper's 
connectlmi  with  the  grant  was  fortuitous, 
and  the  grant  provides  no  sound  basis 
for  the  allegations  of  Mas  and  conflict 
of  Interest. 

It  was  also  alleged  that  In  1975  General 
Foods  instituted  an  annual  grant  $50,- 
000  to  the  Unlversily  of  Wisconsin,  where 
Dr.  Harper  currently  teaches,  and  It  was 
implied  that  this  was  swnehow  connect¬ 
ed  with  Dr.  Harper’s  agreement  to  testify 
at  the  PDA  hearing.  However,  Dr.  Harper 
no  control  over  the  research  being 
funded  by  the  grant  (Tr.  32527) .  It  Is  Dr. 
W.  O.  Hoekstra  who  hMds  the  chair 
fimded  Yfy  this  grant  and  who  contrMs 
the  use  of  the  money  (Tr.  32527-32528) . 
nils  grant  does  not  present  a  conflict  of 
Interest. 

Dr.  Robinson,  et  al.,  also  asserted  that 
a  telegram  sent  to  Senator  William  Proxl- 
mlre  by  Dr.  Harper  demonstrated  bias. 
Tn  thi*  telegram  Dr.  Harper  challenged 
the  acciuracy  of  a  speech  by  the  Senator 
relating  to  the  U.S.  RDA’s.  The  exception 
alleged  that  during  cross-examlnatimi 
Dr.  Harper  retracted  his  views  expressed 
In  the  telegram.*  Hie  record  Indicates 
otherwise  (Tr.  32815-32822).  Indeed, 
when  asked  by  Dr.  Robinson,  Dr.  Harper 
gave  a  speciflc  example  of  an  Inaccuracy 
In  the  Senator’s  speech  (32823).  ITie 
Commissioner  concludes' that  Dr.  Har¬ 
per’s  telemram  was  motivated  by  craicem 
that  inaccurate  statemoits  had  been 
made  about  the  RDA’s,  and  that  such 
crnicem  for  accuracy  Is  not  a  “Was” 
which  should  disqualify  a  wltoess. 

The  exception  also  alleged  that  Dr. 
Harper  had  consulted  with  the  Searle 
Drug  Company  concerning  the  sweeten¬ 
ing  substance,  Aspcuiiame.  which  Is  not  a 
vitamin  or  mineral.  TTie  record  Indicates 
that  Searle  Is  a  drug  and  chemical  man¬ 
ufacturer,  not  a  food  processor,  and  that 
the  company  has  little.  If  any.  Interest  In 
the  RDA’s  (Tr.  32502,  32503,  32507, 
32509-82513).  There  Is  no  evidence  of 
record  to  suggest  that  Searle  would  want 
to  “flx”  the  RDA’s  at  low  levels,  as  the 
exception  suggests.  (As  a  manufactxuer 
and  supplier  of  food  chemicals,  It  would 
seem — If  Interested  at  all — that  the  c(Mn- 
pany,  as  a  potential  seller  of  vitamins 
and  mlnends,  would  have  a  bias  in  favor 
of  Increasing  the  amount  of  a  vitamin  or 
mineral  needed  to  attain  the  RDA  level.) 
Nevertheless,  the  exception  maintained 
that  Oeneral  PVxxls  and  other  food  proc¬ 
essors  could  "exert  considerable  influ¬ 
ence  on  Dr.  Harper  through  his  Aspar¬ 
tame  connection  to  get  the  kind  of  RDA’s 
most  congenial  to  their  business  opera¬ 
tions’’  (Exceptions  of  Dr.  Miles  H.  Robin¬ 
son,  et  al.,  March  22,  1976,  p.  B-3).  In 
support  of  this  argument,  the  exception 
asserted  that  General  Foods  “put  up’’ 
$15  million  toward  building  an  Aspar¬ 
tame  plant  for  Searle.  The  Commission¬ 
er  concludes  that  there  is  no  evidence  cm 
the  record  to  support  any  connection  be¬ 
tween  General  Foo^  and  Searle  involv¬ 


ing  any  signiflcant  interest  in  dietary  al¬ 
lowances  f(v  vitamins  and  minerals,  or 
any  other  evidence  to  mipport  the  aUega- 
tions  of  bias  and  conflict  of  Interest  In 
this  respect. 

Hi  sum,  the  evidence  culduced  does  not 
show  any  flnancial  or  other  Interest  that 
would  warrant  a  finding  of  bias  or  con¬ 
flict  of  Interest  effecting  the  Judgment  of 
those  responsible  for  developing  the 
RDA’s. 

2.  Allegations  of  disregard  for  “opti¬ 
mum  health."  Dr.  Miles  H.  Roblnsao, 
et  al.,  took  exception  to  what  was  char¬ 
acterized  as  Dr.  Harper’s  "disregard  for 
optimum  health.”  Although  the  RDA’s 
are  set  at  a  level  that  will  be  adequate 
for  virtually  all  normal  pe(H>le  In  the 
United  States,  the  exception  suggested 
that  ^e  RDA’s  should  be  set  at  a  level  to 
provide  "optimum  health”  to  most  people 
and  that  to  do  otherwise  results  In  the 
RDA’s  being  set  at  too  low  a  level  (Tr. 
32582-32583,  32978,  32976,  32586,  32585). 
On  cross-examination.  Dr.  Harper  ex¬ 
plained  that  "optimum  health”  is  an 
unscientific  term  which  cannot  be  de¬ 
fined  (Tr.  32573,  32582-32583).  Dr.  Har¬ 
per  further  testified  that  the  RDA’s  are 
set  at  a  level  that  should  "be  adequate 
for  most,  h<4;>efully  all,  healthy  people  In 
the  United  States”  and  that  since  there 
Is  "no  evidence  that  Increased  amounts 
above  what  are  recommended  do  any¬ 
thing  to  Improve  health,”  It  would  be 
"completely  unscientific  to  propose  larg¬ 
er  quantities  of  nutrients  for  anyone  on 
the  basis  of  sheer  rank  speculation”  (Tr. 
32572-32573) .  Thus,  this  exception  does 
not  demonstrate  any  fault  In  the  sclen- 
tifie  methodWogy  used  to  establMi  the 
RDA’s  or  the  iq^roprlateness  of  the  use 
of  the  RDA’s  by  FDA  to  establish  UJ5. 
RDA’s. 

3.  Allegations  of  improper  reliance  on 
the  “food  supply."  Dr.  Miles  H.  Robinsmi. 
et  al.,  took  exception  to  what  was 
claimed  to  be  an  Improper  reliance  on 
the  "food  supply”  as  a  basis  for  the 
RDA’s  (Tt.  32970,  13125,  3288,  33363, 
33397,  32619,  32604-32608,  32525-32527, 
P-1165,  pp.  60,  57,  59,  60,  64,  67,  70). 
The  exception  e(mten(led  that  "Imtead 
of  exercising  great  care  to  m^e  use  of 
the  most  sensitive  criteria  and  biochem¬ 
ical  tests  of  adequate  nutrition,  with 
proper  reliance  on  animal  experiments 
and  sound  statistical  analysis  *  *  *, 
they  have  In  mind  a  celling  for  RDA’s 
piredlcated  on  the  total  amount  of  nu¬ 
trients  currently  being  Ingested,  divided 
by  the  number  ot  people  eatl^  them 
(TV.  32970)”  (Exceptions  of  Miles  H, 
Robinson,  et  al.,  March  22,  1976,  p.  D-1) . 
This  exception  is  inaccurate  and  without 
merit. 

The  amount  of  a  nutrient  in  the  food 
supply  is  only  considered  where  other 
scientific  data  are  not  sufScient.  Dr. 
Harper  testified  that  the  average  indi¬ 
vidual  requirement  of  a  given  nutrient 
is  usually  based  on  available  Information 
from  experiments  on  human  subjects  in 
which  objective  criteria  indicative  of  the 
sufficiency  of  nutrient  Intake  or  lack 
thereof  (e.g.,  night  blindness)  are  em¬ 
ployed  and  the  amount  of  the  nutrient 
required  to  meet  those  objective  criteria 


has  been  met  during  the  course  of  the 
experiment  (Tr.  32969) .  If  such  data  are 
not  available,  Information  concerning 
the  devWopment  of  nutrttkmal  deficiency 
In  a  given  population  coupled  with  ob¬ 
servations  of  the  amounts  of  nutrients 
required  to  prevent,  cure,  or  alleviate 
the  signs  or  deficiency  Is  then  considered 
(Tr.  32969) . 

It  is  only  when  both  of  these  preferred 
sources  of  information  referred  to  In  the 
above  paragraph  are  insufficient,  that 
the  quantity  of  a  nutrient  provided  in 
the  food  supply  consumed  by  a  particular 
population  group  is  considered  (Tr. 
32970).  Furthermore,  the  nutrient  re¬ 
quirement  figure  derived  from  all  con¬ 
siderations  is  not  used  as  a  ceiling  for 
the  RDA  (Tr.  32969).  Individual  vari¬ 
ability  b  taken  into  account.  The  nutri¬ 
ent  requirement  figure  b  adjusted  up¬ 
ward,  depending  on  a  number  of  factors 
Including  the  iise  of  soimd  statbtical 
analysb,  to  establbh  allowances  that  are 
amWe  to  meet  the  needs  of  the  popula¬ 
tion  of  the  United  States  (Tr.  32970- 
32971,  32606,  32672-32674,  32801,  32981, 
33071,  33078). 

The  procediures  followed  by  the  Com¬ 
mittee  on  Dietary  Allowances  and  the 
Food  and  Nutrition  Board  in  establish¬ 
ing  the  RDA’s  were  explained  In  great 
detail  by  Dr.  Harper  (Tr.  33314-33317) . 
The  C(»nmlttee,  which  b  composed  of 
recognized  experts  specializing  in  vari¬ 
ous  fields  of  medicine,  nutrition,  bio¬ 
chemistry,  and  food  sciences  sets  RDA 
values  at  levWs  that  are  determined  to 
be  safe  and  suitable  for  the  maintenance 
of  good  health  (Tr.  33152) .  As  dbcussed 
In  the  paragraph  above,  data  concern¬ 
ing  the  amount  of  a  nutiiait  provided 
by  the  food  supply  are  only  one  of  several 
types  of  Information  used  by  the  panel, 
and  thb  method  b  scientifically  sound. 

The  exception  alleged  that  the  Com¬ 
mittee  relied  Improperly  on  the  food  sup¬ 
ply  in  establishing  RDA’s  for  vitamin  E, 
thiamine,  vitamin  Bu,  and  fatty  acids. 
However,  the  record  does  not  support 
thb  allegation.  For  example,  with  respect 
to  vitamin  E,  the  exception  contended 
that  the  Food  and  Nutrition  Board  ad¬ 
mitted  Its  reliance  on  the  food  supply  to 
establbh  the  RDA  for  vitamin  E  In  the 
eighth  edition  of  "Recommended  Dietary 
Allowances”  (1974)  (P-1165).  The  ex¬ 
ception  cited  a  quotation  which  stated 
that  “allowances  are  based  primarily  on 
the  d-oZpha-tocopherol  content  of  the 
diets”  (Ibid.  p.  57).  However  thb  quota¬ 
tion.  which  comes  fnxn  a  dbcussion  of 
the  various  tocopherol  compounds  from 
which  vitamin  E  activity  in  food  derives, 
was  taken  out  of  context. 

The  dbcussion  from  which  thb  quo¬ 
tation  was  taken  involves  the  manner  in 
which  food  b  analyzed  to  determine  its 
vitamin  E  content.  Although  there  are 
various  tocopherol  compounds,  because 
of  insufficient  analtytical  data  no  tocoph¬ 
erol  compounds  other  than  d-alpha- 
tocopherol  can  be  cemsidered  in  dietary 
calculations.  The  relative  contribution 
of  other  less  active  tocofherol  eexn- 
pounds  to  the  total  vitamin  E  activity  of 
diets  In  the  United  States  has  yet  to  be 
assessed.  Therefore,  the  dbcussion  cem- 
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eludes  that  “Until  more  values  are  avail¬ 
able  for  the  amounts  of  less  active  to- 
copherols  and  tocotrienols  in  foods  and 
until  the  equivalency  of  these  compounds 
to  d-ap7m-tbcopherol  is  better  estab¬ 
lished,  allowances  are  based  primarily 
on  the  d-alpha-tocopherol  content  of 
diets”  (Ibid.  p.  57) . 

Thus,  when  this  quotation  is  read  in 
c<mtext,  it  is  clear  that  the  vitamin  E 
content  in  food  was  not  the  sole  basis 
for  establishing  the  RDA  for  vitamin  E. 
The  NAS/NRC  publication  states  that 
the  recommended  allowance  for  vitamin 
E  is  based  “partly  on  available  experi¬ 
mental  evidence  in  man  (Horwitt,  et  al„ 
1963)  and  partly  on  an  estimate  of  the 
amount  of  vitamin  E  considered  to  be 
available  in  the  United  States  food  sup¬ 
ply  (Harris  and  Embree,  1963)  ”  (Ibid.  p. 
59). 

The  exception  also  pointed  out  that  the 
RDA  for  vitamin  E  was  lowered  in  1974, 
and  asserted  that  this  was  due  solely  to 
the  Committee’s  reliance  on  the  vitamin 
E  content  of  the  food  supply.  However, 
this  reduction  in  the  RDA  for  vitamin  E 
was  also  based  upon  a  human  study  done 
by  Dr.  M.  K.  Horwitt  (Tr.  33359).  This 
experiment  showed  that  it  was  only  after 
4  years  of  an  intake  of  1/7  of  the  1968 
RDA  that  any  sign  of  vitamin  E  defici¬ 
ency  could  be  detected  in  red  blood  cells 
(Tr.  33359) . 

The  exception  also  alleged  that  the 
Committee  ignored  sensitive  criteria  for 
determining  vitamin  E  deficiency  (Tr. 
33363,  33397).  Although  there  were  more 
sensitive  criteria  than  were  used  by  Dr. 
Horwitt  in  the  study  previously  men¬ 
tioned,  there  is  no  evidence  that  sensitive 
criteria  were  imprc^rly  ignored  by  the 
Committee  in  their  deliberations  or  that 
these  criteria  should  have  made  a  sig¬ 
nificant  difference  in  establishing  the 
1974  RDA. 

Dr.  Harper  stated  that  there  were  pa¬ 
pers  referred  to  by  the  Committee  which 
involved  the  hemolysis  test  which  is  a 
more  sensitive  test  (Tr.  33397).  In  addi¬ 
tion,  some  the  studies  referred  to  in  the 
exception  were  not  used  because  they 
were  irrelevant.  Dr.  Harper  explained 
that  these  studies  involved  testing  the  use 
of  large  doses  of  vitamin  E  as  an  antioxi¬ 
dant  to  counteract  some  environmental 
effect,  not  as  a  nutrient  (Tr.  33397) .  Ac¬ 
cordingly,  the  record  demonstrates  that 
relevant  sensitive  criteria  were  consid¬ 
ered  by  the  Committee. 

Another  alleged  example  of  improper 
reliance  on  the  food  supply  cited  in  the 
exception  was  an  assertion  that  the  al¬ 
lowances  for  vitamins  E,  C,  Bu,  and  thia¬ 
mine  for  infants  are  all  largely  based 
on  what  is  foimd  in  human  milk  (P-1165, 
pp.  60,  64,  67) .  First  it  should  be  noted 
that  for  vitamin  E  and  thiamine  the  al¬ 
lowances  are  also  based  in  part  on  hu¬ 
man  studies  (Tr.  33352,  P-1165,  pp.  59, 
60,  67).  Second,  Dr.  Harper  was  cross- 
examined  extensively  on  the  infant  level 
for  vitamin  E,  the  vitamin  with  which  he 
is  most  familiar,  and  his  testimony  dem¬ 
onstrated  that  the  scientific  methodol¬ 
ogy  was  sound  (Tr.  33350-33359) .  A  study 
conducted  by  Dr.  L.  J.  Filer,  former 
Chairman  of  the  Food  and  Nutrition 


Board,  concerning  the  growth  rates  of  in¬ 
fants  fed  human  milk  formiQa  supported 
the  RDA  level  for  vitamin  E  (Tr.  33354) . 
In  the  Commlsisoner’s  opinion,  the  meth¬ 
odology  used  by  the  Committee  in  estab¬ 
lishing  the  RDA’s  for  these  vitamins  was 
soimd. 

It  is  the  Commissioner’s  conclusion 
that,  to  the  extent  that  the  Committee 
has  relied  on  the  food  supply  to  estab¬ 
lish  RDA’s,  it  has  done  so  in  accordance 
with  sound  scientific  principles. 

4.  Animal  data.  Dr.  Miles  H.  Robinson, 
et  al.,  asserted  t^t  the  Committee  de¬ 
pended  extensivdiy  on  animal  data  (P- 
1165,  pp.  5,  38,  39,  41,  46,  49,  50,  56,  66, 
69,  70,  71,  76,  77,  79,  80)  and  took  ex¬ 
ception  to  the  Committee’s  rejection  of 
what  was  characterized  in  the  exception 
as  “crucial  animal  data”  (Tr.  32852- 
32853,  32873-32877,  32854-32864,  32598, 
32601,  32863,  32883-32884,  32851-32852, 
32864,  32885-32890,  32892,  32879,  32894, 
32525-32527,  32457,  32880,  32898,  32908, 
33495,  33503) .  Mr.  Warren  R.  Biggs  made 
a  similar  exception  to  the  use  of  animal 
data.  The  Commissioner  concludes  that 
the  record  does  not  support  these 
exceptions. 

The  eighth  edition  of  “Recommended 
Dietary  Allowances”  (1974)  does  men¬ 
tion  s<xne  animal  studies,  and  it  aigiears 
that  animal  studies  were  used  to  deter¬ 
mine  the  relative  effectiveness  of  various 
forms  of  some  vitamins  (Tr.  32873, 
32875)  and  the  availability  of  some  vita¬ 
mins  in  food  (Tr.  32874).  However,  it 
does  not  appear  that  such  studies  were 
extensively  relied  upon.  Dr.  Hariier- ex¬ 
plained  the  manner  in  which  the  Pood 
and  Nutrition  Board  used  animal  data; 
he  testified  that  the  Food  and  Nutrition 
Board  does  not  start  with  animal  values 
and  extrapolate  to  human  values  and 
that  it  is  only  after  human  values  are 
obtained  that  data  derived  from  animal 
studies  are  occasionally  used  to  make 
comparisons  (Tr.  32852-32853,  32883). 
Furthermore,  Dr.  Harper  testified  that 
even  if  there  is  a  discrepancy  between 
the  animal  value  and  the  human  value 
this  would  not  necessarily  invalidate  the 
hiunan  value  (Tr.  32853).  Dr.  Harp^ 
also  testified  that  no  animal  studies  are 
directly  used  in  estimating  the  human 
requirements  of  vitamins  A,  D,  E,  C, 
folic  acid,  thiamine,  riboflavin,  niacin, 
vitamin  Bi*.  phosphorus,  iron,  magnesi¬ 
um,  zinc,  iodine,  and  vitamin  B*  (Tr, 
32872-32875) . 

The  cross-examination  of  Dr.  Harper 
demonstrated  that  the  Committee’s  ap¬ 
proach  to  the  use  and  nonuse  of  animal 
data  was  sound  (Tr.  32851-32853,  32872- 
32877,  32854-32864,  32598,  32601,  32883- 
32892,  32879-32880,  32889,  32894-32901, 
33495-33503).  Dr.  Robinson,  et  al.,  at¬ 
tempted  to  show  that  the  Committee  had 
rejected  “crucial”  animal  data  that  al¬ 
legedly  indicated  that  the  nutrient  re¬ 
quirements  for  certain  animals  were 
higher  than  those  recommended  for  man 
in  the  RDA’s.  'This  exception  relied  on  a 
National  Academy  of  Sciences  publica¬ 
tion  entitled  “Number  10-Nutrient  Re¬ 
quirements  in  Laboratory  Animals”  (Exh. 
0-936).  When  asked  whether  he  had 
relied  upon  this  publication  in  establish¬ 


ing  the  RDA’s,  Dr.  Harper  testified  that 
he  had  not  (Tr.  32879) .  Dr.  Harper  ex¬ 
plained  that  when  the  Food  and  Nutri¬ 
tion  Board  made  comparisons  between 
hiunan  and  animal  studies  they  would 
rely  upon  materials  containing  original 
experimental  data.  Hiis  publication 
(Exh.  0-936)  was  simply  a  guide  for  use 
in  feeding  animals  for  laboratory  experi¬ 
mentation,  and  it  contained  only  a  sum¬ 
mary  of  experimental  data  available  in 
scientific  literature;  it  was  therefore  in¬ 
adequate  to  use  for  comparison  (Tr. 
32879) .  Dr.  Harper  also  testified  that  fre¬ 
quently  the  figures  used  in  this  publica¬ 
tion  are  based  upon  types  of  diets  that 
have  maintained  normal  growth  in  ani¬ 
mals  and  that  there  has  often  been  no 
effort  made  to  determine  specific  require¬ 
ments  (’Tr.  32894).  Finally,  Dr.  Han>er 
testified  that  he  did  not  know  of  any  good 
summaries  of  comparative  animal  re¬ 
quirements  (Tr.  32894).  The  Commis¬ 
sioner  concludes  that  the  Committee 
acted  reasonably  with  respect  to  animal 
data.  Accordingly,  the  Administrative 
Law  Judge  properly  excluded  this  book¬ 
let  (Exh.  0-936)  and  a  chart  based  upon 
the  booklet  (Exh.  0-931)  from  evidence 
(Tr.  32899-82901) . 

The  exception  also  claimed  that  the 
Committee  refused  to  list  RDA  figures  on 
a  per  kilocalorie  of  food  basis  because 
such  listing  would  reveal  discrepancies 
between  the  RDA’s  and  the  animal  data 
in  the  National  Academy  of  Sciences 
booklet  (Exh.  0-936) .  In  support  of  this, 
the  exception  quoted  Dr.  Harper  as  hav¬ 
ing  testified  that  the  Committee^  “did  at 
one  time  consider  including  such'a  Table 
(sic)  (RDA)  bulletin  •  *  •  but  decided 
it  would  be  ineffective  (too  difficult)  for 
the  dietician  using  the  bulletin.”  This  is 
a  mischaracterization  of  the  record.  Dr. 
Harper  actually  said:  “We  decided  such 
a  table  was  not  a  very  effective  way  of 
reporting  the  values.  We  did,  at  one 
time,  consider  including  such  a  table  in 
the  bulletin,  as  it  might  help  dieti¬ 
cians  *  *  *.  We  thought  It  might  help 
them,  and  as  we  looked  at  it,  we  found 
that  even  for  them  it  probably  wouldn’t 
be  too  helpful”  (Tr.  32892) .  Dr.  Harper’s 
actual  response  does  not  support  the  ex¬ 
ception,  and  Dr.  Robinson,  et  al.,  failed 
otherwise  to  establish  the  necessity  or 
utility  of  listing  RDA  figures  on  a  per 
kilocalorie  of  food  basis. 

'The  exception  also  alleged  that  indi¬ 
cations  from  animals  demonstrate  that 
nutrient  requirements  in  hmnans  are 
higher  than  presently  estimated  by  the 
Food  and  Nutrition  Board.  There  is  no 
evidence  to  support  this  allegation.  Dr. 
Harper  testified  repeatedly  that  there 
was  no  evidence  that  indicates  that  there 
are  any  normal  individuals  whose  needs 
are  not  met  by  the  RDA’s  (Tr.  33030, 
33031,  33033,  33051,  33069,  33127-33128). 
Significantly,  Dr.  Margaret  A.  Krikker, 
the  only  other  licensed  physician  partici¬ 
pating  in  the  hearing,  took  the  position 
that  the  RDA’s  are  t<M  high.  The  Com¬ 
missioner  concludes  that  there  is  no  rea¬ 
son  to  brieve  that  significant  animal 
(hkta  were  improperly  Ignored  or  that  the 
RDA’s  should  be  any  higher  than  they 
are. 
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Exception  also  was  taken  to  the  fact 
that  Dr.  Robinson’s  cross-examination 
with  respect  to  the  nutrttlcmal  require¬ 
ments  of  animals  was  terminated  by  the 
Administrative  Law  Judge  (Tr.  32895, 
32898,  32900) .  Notwithstanding  the  lim¬ 
ited  reliance  of  the  Committee  on  animal 
data.  Dr.  Robinson  was  given  wide  lati¬ 
tude  in  cross-examining  Dr.  Harper  on 
his  use  of  animal  data  (Tr.  32850-32900) . 
It  was  only  after  Dr.  Robinson  continued 
to  ask  questions  concerning  a  booklet 
(Exh.  0-936),  which  had  already  been 
held  inadmissible,  that  the  Administra¬ 
tive  Law  Judge  brought  the  questioning 
on  animal  data  to  a  close  (Tr.  32898- 
32900) .  The  record  demonstrates  that  Dr. 
Robinson  was  given  reasonable  opportu¬ 
nity  to  cross-examine  Dr.  Harper  on  this 
subject,  smd  the  Commissioner  concludes 
that  there  is  no  merit  to  this  exception. 

Exception  also  was  made  to  a  ruling 
by  Judge  Davidson  sustaining  an  objec¬ 
tion  to  a  questicm  that  asked  whether 
estimates  of  biotin  requirements  have 
been  made  on  animals  (Tr.  32877) .  Judge 
Davidson  properly  sustained  the  objec¬ 
tion  to  this  question;  even  Dr.  Robinson 
agreed  at  the  time  that  the  question  was 
irrelevant  (Tr.  32878) .  Moreover,  Dr. 
Harper  later  testified  that  “I  don’t  think 
information  of  that  type  [animal  data] 
would  be  of  any  value  whatsoever  in  at¬ 
tempting  to  estimate  a  requirement  for 
man  [as  to  biotin]  who  lives  in  a  normal 
relatively  non-sterile  environment”  (Tr. 
32878-32879).  Thus,  the  record  demon¬ 
strates  that  the  question  was  irrelevant.' 

5.  Statistical  methodology  used  by  the 
committee.  Dr.  Miles  H.  Robinson,  et  al., 
took  exception  to  the  statistical  method¬ 
ology  used  by  the  Cmnmlttee  (Tr.  32608, 
32610-32611,  33037,  33612-33613,  32764, 
33130,  32789,  33136,  33769,  32770,  33772, 
32760,  32761-32762,  33036-33037,  32970, 
33040-33041,  33038,  33052,  33059,  33084- 
33097,  33086-33087,  33100,  33029-33138, 
33031-33032,  33034-33036,  33042-33044, 
33051,  33054,  33056,  33076,  33065,  33254- 
33255).  A  review  of  Dr.  Harper’s  cross- 
examination  has  convinced  the  Commis¬ 
sioner  that  the  statistical  methodology 
used  by  the  Committee  in  establishing  the 
RDA’s  was  scientifically  sound  (Tr. 
32608-32613,  33037,  32672-32674,  32764, 
33130-33135,  32789,  33136-33137,  32768- 
32772,  32760-32762,  33031-33046,  32789, 
32772,  32970.  33030,  33052,  33059,  33082, 
33084-33097,  33100,  33136,  33109-33111, 
33117,  33029-33138,  33051,  33054,  33056, 
33076,  33065,  33254-33255). 

The  exception  alleged  that  the  Com¬ 
mittee  arbitrarily  and  Incorrectly  as¬ 
sumed  a  15-percent  coefScl^t  of  varia¬ 
tion.  However,  the  record  shows  the  15- 
percent  figure  was  not  arbitrarily  as¬ 
sumed,  but  was  based  on  a  wide  variety 
of  blol<%ical  measurements  in  individual 
studies  in  which  the  coefBcient  of  varia¬ 
tion  came  out  to  be  15  percent  (Tr, 
32612-32613,  32672-32674).  There  were 
other  appropriate  references  relied  on 
in  arriving  at  this  figure  (Tr.  33132- 
33135).  Dr.  Harper  testified  that  he 
thought  15  percent  was  a  reasonable 
figure,  and  that  If  there  had  been  sound 
evidence  for  employing  a  different  coef¬ 
ficient  of  variation  for  any  nutrient,  such 


a  figure  would  have  been  employed  (Tr. 
32789) . 

The  exception  attempted  to  show  that 
the  coefficient  of  vari^ion  for  protein 
varied  between  17  and  27  percent  based 
upon  a  book  by  Dr.  Henry  C.  I^erman 
puUished  in  1941.  However.  Dr,  Harper 
exjdained  that  most  of  the  work  on 
which  the  coefficient  of  variaticm  for 
protein  was  based  had  been  done  after 
1941  by  Dr.  D.  Mark  Hegsted  and  Dr. 
Fredrick  J.  Stare  and  their  associates  at 
Harvard,  by  Dr.  Nevin  S.  Scrimshaw  and 
his  associates  at  MIT,  and  by  Dr.  Doris 
H.  Calloway  and  her  associates  at 
Berkeley  (’Tr.  32772).  The  experiments 
relied  on  by  Dr.  Sherman  were  very  early 
experiments  in  which  no  effort  was  made 
to  determine  the  minimum  or  average 
requirement  (Tr.  32772) .  While  Dr.  Har¬ 
per  stated  that  Dr.  Sherman’s  statistical 
treatment  was  sound,  he  noted  that  the 
experiments  available  to  Dr.  Sherman 
were  done  between  1890  and  1938,  that 
there  was  quite  a  range  of  intake  among 
the  different  subjects,  and  that  the  ex¬ 
periments  had  been  done  imder  different 
conditions  and  in  different  coimtries  (Tr. 
32772) . 

The  exception  also  relied  on  the  fact 
that  the  1968  edition  of  the  “Recom¬ 
mended  Dietary  Allowances”  cited  a 
figure  of  38  percent  as  the  coefficient  of 
variation  for  vitamin  C.  During  cross.- 
examination.  Dr.  Harper  explained  that 
more  recent  experiments  had  provided 
more  reliable  information  and  that 
therefore  the  coefficient  of  variation  was 
changed  (Tr.  33136).  Thus,  the  excep¬ 
tion  failed  to  demonstrate  that  the  15- 
percent  coefficient  of  variation  used  by 
the  Committee  was  vmreliable.  The 
board’s  history  of  willingness  to  employ 
a  greater  coefficient  of  variation,  where 
reasonably  justified.  Is  underscored  by 
their  action  in  1968  with  respect  to  vita¬ 
min  C.  There  was  no  “arbitrary  ad¬ 
herence”  to  a  15 -percent  coefficient  of 
variation. 

Exception  was  also  taken  to  the  Com¬ 
mittee’s  use  of  the  Gaussian  curve  of 
normal  (bell  shaped)  distribution  in 
establishing  RDA’s.  Dr.  Harper  did  test¬ 
ify  that  there  are  biological  phenomena 
for  which  the  Gaussian  distribution  does 
not  fit  very  well  and  that  if  the  distribu¬ 
tion  for  a  given  nutrient  were  non- 
Gaussian,  the  range  of  people  not  cov¬ 
ered  would  be  wide.  However,  he  never 
testified  that  such  non-(3aussian  distri¬ 
bution  was  applicable  to  ROA’s.  In  fact, 
he  testified  that:  (1)  the  available  In¬ 
formation  tends  to  show  a  Gatisslan  dis¬ 
tribution  (Tr.  33045) ,  (2)  there  was  no 
evidence  that  anybody’s  needs  are  higher 
than  the  RDA’s  developed  using  the 
Gaussian  distribution  (Tr.  33030),  (3) 
the  Gaussian  distribution  is  not  the  only 
criterion  used  (Tr.  33051),  (4)  there  are 
references  that  support  the  iise  of  the 
Gaussian  distribution  (Tr.  33038-33039) , 
and  (5)  the  hypothesis  had  been  success¬ 
fully  tested  (Tr.  33045-33046) .  The  Com- 
mls^oner  concludes  that  the  exception 
to  the  use  of  the  Gaussian  curve  is  not 
well  foimded. 

Ihe  exception  further  contended  that 
the  Committee’s  statistical  methodology 


was  defective  in  that  it  treated  each  nu¬ 
trient  independently  rath^  than  con¬ 
sidering  the  simultaneous  use  of  all  nu¬ 
trients.  In  support  of  this  amtention,  it 
was  claimed  that  Dr.  Haiper  “agr^ 
that  as  a  person’s  needs  for  more  than 
one  nutrient  are  considered,  even  assum¬ 
ing  a  Gaussian  distributimi,  the  percent¬ 
age  of  the  population  whose  nutii^t 
needs  are  not  made  (sic)  goes  up,  and 
that  this  is  important”  (Exceptions  of 
Miles  H.  Robinson,  et  al.,  March  22, 1976, 
P.  G-5) .  This  is  a  mischaracterizatl<m  of 
the  record:  Dr.  Harper  never  agreed  that 
the  situation  posited  was  anything  more 
than  an  imlikely  statistical  hypothetical 
(Tr.  33082,  33109-33111,  33117).  Dr. 
Harper  also  explained  that  this  hypo¬ 
thetical  contained  assumptions  that  did 
not  apply  to  the  establishment  the 
RDA’s  (’Tr.  33084,  33098,  33101,  33102, 
33108,  33109).  Dr.  Harper  testified  that 
“we  can  set  up  the  figures  in  any  way  in 
a  hypothetical  situation  to  get  any 
answer”  (Tr.  33111). 

Dr.  Harper  testified  that  even  con¬ 
sidering  all  nutrients  simultaneously, 
putting  the  hirpothetical  in  practical 
terms,  it  was  quite  possible  that  the  per¬ 
centage  of  the  population  whose  nutrient 
needs  are  met  would  not  change — since 
the  food  supply  is  mcn^  than  adequate, 
the  nutrient  requirements  are  relatively 
low,  and  pe<H>le  tend  to  consmne  as  much 
food  as  they  need  (Tr.  33103).  Dr. 
Harper  further  testified  that  the  RDA’s 
were  set  to  exceed  people’s  needs  and 
that  “you  may  well  expect  half  the  popu¬ 
lation  to  eat  less  than  the  RDA  and  still 
have  their  needs  met  completely”  (’Tr. 
33078).  Finally,  Dr.  Harper  stated  that 
this  was  not  even  an  inmortant  point  to 
discuss  with  respect  to  the  RDA’s,  but 
rather  with  respect  to  the  food  consump¬ 
tion  patterns  of  the  United  States  and 
the  adequacy  of  the  food  supply  (Tr. 
33086) .  The  Commissicmer  concludes 
that  this  exception  lacks  merit. 

Exception  also  was  taken  to  two  rul¬ 
ings  of  Judge  Davidson  which  occurred 
during  cross-examination  oi  Dr.  Har¬ 
per  on  the  subject  of  statistical  method¬ 
ology.  The  Commissioner  has  deter¬ 
mined  that  these  exceptions  are  with¬ 
out  merit,  and  that  the  record  is  clear 
that  Judge  Davidson  gave  Dr.  D.  R. 
Davis,  the  cross-examliier,  great  leeway 
and  was  exceedingly  fair  during  the  en¬ 
tire  cross-examination  on  statistical 
methodology  (T’r.  33031-33032,  33034- 
33035,  33042-33044,  33049-33051,  33053, 
33054-33062,  33064-33066,  33068,  33071. 
33073-33076,  33085,  33089,  33092-33094, 
33101-33105,  33113-33114,  33118,  33120- 
33123,  33125-33127,  33128,  33131,  33133). 
In  particular.  Judge  Davidson  properly 
sustained  the  objection  on  the  line  of 
questioning  Dr.  Davis  was  pursuing  con¬ 
cerning  the  Gaussian  distribution  in  that 
such  questioning  was  highly  repetitive. 
Dr.  Davis  had  already  cross-examined 
Dr.  Harper  extensively  on  this  point  (Tr. 
33029-33051).  Judge  Davidson  explained 
the  reason  for  his  ruling  and  Dr.  Davis 
indicated  that  he  agreed  (Tr.  33055). 

Exception  was  also  taken  to  Judge 
Davidson’s  ruling  that  certain  hypothet¬ 
ical  questions  on  statistical  probability 
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posed  by  Dr.  Davis  were  irrelevant  (Tr. 
33076).  This  ruling  was  proper  since 
there  was  no  foundation  laid  showing 
how  the  statistical  hypothetical  related 
to  the  establishment  of  the  RDA’s  (Tr. 
33073-33074) .  Moreover,  Judge  Davidson 
allowed  Dr.  Davis  to  continue  with  a  dif¬ 
ferent  hypothetical  to  pursue  his  point 
(Tr.  33076-33080). 

6.  Particular  RDA  levels.  Dr.  Miles  H. 
Robinson,  et  al.,  to<*  exception  to  the 
levels  set  for  particular  RDA’s.  With  re¬ 
spect  to  vitamin  A,  it  was  alleged  that  the 
Committee  should  have  considered  the 
vitamin  A  content  of  the  liver  as  a  cri¬ 
terion  for  establishing  the  RDA  and  that 
the  RDA  was  lower  than  that  in  Exhibit 
0-936  which  lists  recommendation  levels 
for  laboratory  animal  with  animal  data. 
First,  as  discussed  supra.  Exhibit  0-936 
was  properly  held  inadmissible  and  does 
not  provide  a  valid  basis  for  evalua¬ 
tion  of  the  RDA’s  for  purposes  of  deter¬ 
mining  their  scientific  validity.  Second, 
Dr.  Harper  testified  that  to  the  best  of 
his  knowledge  no  one  hsul  ever  done  liver 
biopsies  In  htunan  subjects  during  the 
development  of  vitamin  A  deficinecy,  and 
that,  while  he  wasn’t  certain,  he 
thought  it  was  highly  probable  that 
night  blindness  would  be  one  of  the  first 
discernible  symptoms  of  vitamin  A  de¬ 
ficiency.  This  was  the  criterion  which 
the  Committee  used  (Tr.  33426-33427), 
and  it  appears  appropriate  and  adequate. 

Moreover,  when  the  Pood  and  Nutri¬ 
tion  Board  and  the  Committee  on  Rec¬ 
ommended  Dietary  Allowances  estab¬ 
lished  the  RDA  for  vitamin  A,  they  were 
fulbr  aware  that  the  liver  was  the  cen¬ 
ter  for  the  storage  of  vitamin  A  and 
that  ingestion  of  excessive  amounts  of 
vitamin  A  results  in  very  large  accumu¬ 
lations  of  vitamin  A  in  the  liver,  which 
can  cause  toxicity  (Tr.  33430).  There¬ 
fore,  the  relationship  between  vitamin 
A  and  the  liver  was  considered  in  estab¬ 
lishing  this  RDA. 

The  exception  also  noted  that  Dr.  Har¬ 
per  agreed  that  the  rat  needs  19  times 
more  vitamin  A  than  normal  during 
pregnancy  while  the  human  needs  only 
3  times  more,  according  to  the  estab¬ 
lished  RDA.  However,  Dr.  Harper  ex¬ 
plained  this  difference.  He  testified  that 
the  rat  produces  a  litter  of  12  and  can 
produce  a  litter  every  21  days,  so  the 
proportion  of  the  rat’s  body  weight  that 
may  be  Involved  in  maximum  reproduc¬ 
tion  is  about  Vs  every  28  to  35  days, 
whereas,  a  woman  would  use  %  to  % 
of  her  body  weight  every  9  months  (Tr. 
33437-33438) .  This  accounts  for  the  dif¬ 
ference  which  the  exception  incorrectly 
relied  upon  as  evidence  of  a  need  for  a 
higher  RDA  for  vitamin  A. 

Exception  also  was  taken  to  the  fact 
that  the  Committee  made  no  distinction 
between  the  two  common  forms  of  vita¬ 
min  D,  (D,  and  D,)  and  alleged  that  the 
synthetic  form,  Dj,  was  less  effective.  Dr. 
Robinson  relied  on  Exhibit  0-936  in  sup¬ 
port  of  what  he  claimed  to  be  the  lack 
of  effectiveness  of  vitamin  D*.  However, 
Dr.  Harper  explained  that  the  study 
Dr.  Robinson  was  referring  to  did  not  in¬ 
volve  vitamin  D  deficiency,  but  rather 


the  cure  of  bone  disease  with  the  use  of 
vitamin  Di  and  vitamin  Db  (Tr.  33467) . 
Furthermore,  this  study  Indicated  that 
the  Rhesus  monkey,  which  is  the  one 
most  widely  used  in  nutritional  studies, 
responds  equally  well  to  both  forms,  and 
that  it  was  only  some  species  of  the  South 
American  monkey  which  showed  a  differ¬ 
ence  (Tr.  33467-33468) .  Dr.  Harper  testi¬ 
fied  that,  based  solely  upon  a  study  of 
treatment  of  bone  disease  in  monkeys,  it 
would  be  difficult  to  draw  a  conclusion 
applicable  to  humans  (’Tr.  33469) . 

The  Committee  spent  a  considerable 
amo\mt  of  time  deliberating  on  the  rela¬ 
tive  effectiveness  of  vitamins  D:  and  Dt 
(Tr.  33472) .  Dr.  Harper  personally  visited 
Dr.  Roslyn  Alfin-Slater  and  one  of  her 
students  in  California,  as  well  as  other 
pe(^le,  concerning  this  problem  (Tr. 
33472) .  Dr.  Harper  testified  that  he  had 
foimd  no  evidence  to  suggest  that  vita¬ 
min  Dt  should  be  designated  as  the  ex¬ 
clusive  source  of  vitamin  D  for  human 
supplementation  (Tr.  33472) . 

With  respect  to  vitamin  E,  Dr.  Robin¬ 
son,  et  al.,  and  Mr.  Warren  R.  Biggs  ob¬ 
jected  to  the  lowering  of  the  RDA  from 
30  lU  (international  units)  to  15  lU  in 
1974  and  to  the  criteria  used  In  estab¬ 
lishing  the  RDA.  As  discussed  in  section 
C.3.  above,  the  Commissioner  has  con¬ 
cluded  that  the  basis  for  establishing 
the  RDA  for  vitamin  E  was  scientifically 
sound. 

Dr.  Robinson,  et  al.,  took  exception  to 
the  ruling  of  Judge  Davidson  which 
ended  a  line  of  questioning  relating  to 
vitamin  C  (Tr.  33409-33413).  However, 
this  lin6  of  questioning  specifically  dealt 
with  the  reduction  in  the  RDA  for  vita¬ 
min  C  in  1974,  as  compared  with  1968. 
The  difference  between  the  1968  RDA’s 
and  the  1974  RDA’s  was  ruled  Irrelevant. 
Since  the  U.S.  RDA’s  were  based  on  the 
1968  RDA’s,  any  subsequent  revision  in 
the  NAS/NRC  RDA’s  was  beyond  the 
scope  of  the  hearing,  which  was  held  to 
inquire  into  the  process  employed  in 
establishing  the  NAS/NRC  RDA’s  to  de¬ 
termine  whether  it  was  appropriate  for 
FDA  to  use  the  NAS/NRC  figmes  as  a 
basis  for  the  U.S.  RDA’s  (Tr.  33409- 
33413).  'Thus,  the  Administrative  Law 
Judge  properly  excluded  all  questioning 
concerning  the  difference  between  the 
1968  and  the  1974  RDA’s,  as  discussed 
more  fully  in  section  C.ll.  below.  Should 
any  change  in  the  U.S.  RDA’s  be  pro- 
po^  in  the  future,  all  interested  persons 
will  have  an  opportunity  to  comment  and 
otherwise  participate  in  the  rule  making. 

7.  Allegations  of  prejudice  and  malice 
on  the  part  of  the  Administrative  Law 
Judge.  Dr.  Miles  H.  Robinson,  et  al., 
claimed  that  the  Administrative  Law 
Judge  was  prejudiced  and  that  he  acted 
with  malice  in  presiding  over  the  hear¬ 
ing  (Tr.  32582,  33095,  32855,  32538,  32560, 
32598,  32601,  32856-32858,  32863,  33255, 
32865,  32896,  33095-33096,  33346-33347, 
32556,  32633,  33093,  33112,  32904,  33092, 
32858*,  Pretrial  Hearing  Tr.  17,  22,  27, 
19-25,  42,  46,  70-73,  80,  102) .  Mr.  Warren 
R.  Biggs  made  a  similar  claim. 

The  record  demonstrates  that  these 
allegations  are  without  merit.  Judge  Da- 


vlds(m  was  fair  to  all  particUDants,  in¬ 
cluding  Dr.  Robins(«.  At  the  outset, 
Judge  Davidson  stated  that  he  would 
hold  attom^s  to  a  higher  standard  than 
non-at(»iieys  which  was  to  Dr.  R(A>in- 
son’s  b^efit  because  he  is  not  an  attor¬ 
ney  (Pretrial  Heating  Tr.  12) .  F(dlowing 
this  statement,  throughout  the  proceed¬ 
ings  Judge  Davidson  was  exceedingly  fair 
to  Dr.  Robinson  in  giving  him  leeway  to 
ask  questions  which  either  bordered  on 
being  or  were  in  fact  objecticHiable.  Judge 
Davidson  also  explained  his  rulings 
whenever  Dr.  Robinson  became  confused 
and  even  gave  guidance  to  Dr.  Robinson, 
who  was  generally  unfamiliar  with  the 
rules  of  evidence  and  proper  cross-exami¬ 
nation  (Tr.  32444,  32468,  32478-32481, 
32484-32485,  32487,  32499,  32501,  32504- 
32506,  32509,  32516,  32528-32529,  32538, 
32542-32546,  32555-32557,  32559-32563, 
32580-32582,  32598-32601,  32633,  32786, 
32834,  32854-32866,  32895-32897,  32899- 
32913,.  33029,  33054,  33058,  33091-33096, 
33112-33114,  33255,  33265,  33340-33342, 
33345-33348;  Pretrial  Hearing  Tr.  12,  17, 
42,  46,  80,  102). 

The  record  is  replete  with  examples  of 
Judge  Davidstm’s  attempts  to  be  fair:  Dr. 
Robinson  asked  and  received  advice  on 
the  proper  technique  for  making  a  mo¬ 
tion  (Tr.  32499);  Judge  Davidson  en¬ 
couraged  Dr.  Robinsem  not  to  give  up  so 
quickly  on  a  line  of  questioning  to  which 
an  objecti(Hi  had  be^  raised  (TT.  32501) ; 
Judge  Davidson  patiently  explained  the 
proper  way  to  use  exhibits  (Tr.  32508- 
32509) ;  Judge  Davidson  allowed  Dr. 
Robinson  a  recess  when  he  became  con¬ 
fused  and  asked  for  time  to  consult  with 
a  lawyer  (Tr.  32580-32581);  and  Judge 
Davidson  even  allowed  Dr.  Robinson  to 
introduce  an  exhibit  without  first  pro¬ 
viding  copies  to  other  parties  and  coun¬ 
sel  for  FDA  as  required  by  the  rules  (Tr. 
32599) . 

Finally,  even  Dr.  Robinson  commented 
on  Judge  Davidson’s  fairness  during  the 
hearing.  In  Introducing  Dr.  Davis,  who 
had  no  prior  experl^ice  in  cross-exami¬ 
nation  but  was  about  to  cross-examine 
Dr.  Harper,  Dr.  Robinson  commented  “I 
am  confident  that  under  Your  Honor’s 
impartiality  and  fair  guidance  that  all 
will  be  well”  (Tr.  33029).  Subsequently. 
Dr.  Robinson  again  commented  cm  how 
fairly  Judge  Davidson  had  conducted  the 
hearing,  noting:  “I  feel  you  dre  abso¬ 
lutely  fair  if  you  insist  that  the  cross- 
examination  *  be  relevant  and  material 
and  not  repetitive.  Personally,  I  am  very 
satisfied  that  we  are  getting  down  to 
what  Judge  Friendly  wanted  •  *  •*'  (Tr. 
33362) .  In  light  of  these  comments,  and 
the  record  as  a  whole,  contentions  that 
Judge  Davidson  was  prejudiced  or  acted 
with  malice  are  without  merit. 

Dr,  Robinson,  et  al.,  also  filed  the  fol¬ 
lowing  related  motions  subsequent  to  the 
close  of  the  reopened  hearing: 

(1)  On  December  12,  1975,  a  motion 
which  requested  that  the  Administrative 
Law  Judge  authorize  an  interlocutory  ap¬ 
peal  to  the  Commissioner  of  Judge  David¬ 
son’s  ruling  denying  leave  to  produce  re¬ 
buttal  witnesses  (hereafter  referred  to  as 
“December  12,  1975  Motion  Requesting 
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Interlocutoi'y  Appeal  to  the  Commis¬ 
sioner”)  ; 

(2)  On  February  6,  1976,  a  motion  re¬ 
questing  Judge  Davidson  to  rule  on  the 
December  12, 1975  Motlcm  Requesting  In? 
terlocutory  ^peal  to  Uie  Commissioner 
(hereafter  referred  to  as  "Februay  6, 
1976  Motion  Requesting  Ruling”) ;  and 

(3)  On  March  17,  1976,  a  motion  re¬ 
questing  the  Administrative  Law  Judge 
to  disqualify  himself  (hereafter  referred 
to  as  “March  17,  1976  Motion  to  Dis¬ 
qualify”)  .  The  March  17,  i976  Motion  to 
Disqualify  took  issue  with  the  conduct 
of  Judge  Davidson  in  refusing  to  con¬ 
sider  the  December  12,  1975  Motion  Re¬ 
questing  Interlocutory  Appeal  to  the 
Commissioner. 

In  an  order  dated  February  9,  1976, 
Judge  Davidson  denied  the  February  6, 
1976  Motion  Requesting  Ruling,  and  at 
the  same  time  Judge  Davlds(m  further 
ruled  that  the  December  12, 1975  Motion 
R^uesting  Interlocutory  Appeal  to 
Commissioner  was  out  of  order  because 
the  hearing  had  been  concluded  on  No¬ 
vember  17, 1975,  and  §  2.89  (21  CFR  2.89) 
contemplates  authorization  by  the  Ad¬ 
ministrative  Law  Judge  of  interlocutory 
appeals  to  the  Commissioner  only  during 
the  pendancy  of  a  hearing  and  only 
under  certain  circumstances. 

In  the  Msirch  17,  1976  Motion  to  Dis¬ 
qualify,  Dr.  Robinson,  et  al.,  objected  to 
the  fact  that  information  ci^ceming  the 
December  12,  1975  Motion  Requesting 
Interlocutory  Appeal  to  the  Commis¬ 
sioner  had  to  be  obtained  from  a  mem¬ 
ber  of  FDA’s  Office  of  General  Counsel 
who  had  spoken  to  Judge  Davidson;  Dr. 
Robins(Hi’s  wife  had  called  FDA’s  Office 
of  General  Coimsel  on  January  22, 1976; 
she  was  informed  that  Judge  Davidson 
did  not  believe  the  December  12,  1975 
Motion  Requesting  Interlocutory  Appeal 
to  the  Commissioner  was  properly  before 
him  and  that  he  did  not  intend  to  rule 
on  the  motion.  Mrs.  Robinson  was  ad¬ 
vised  that  the  matter  could  be  pursued 
by  making  a  motion  to  the  Administra¬ 
tive  Law  Judge  or  by  making  a  request 
directly  to  the  Commissioner  to  reopen 
the  hearing.  Dr.  RObinson,  et  al.,  sub¬ 
sequently  filed  the  February  6,  1976  Mo¬ 
tion  Requesting  Ruling  which  precipi¬ 
tated  Judge  Davidson’s  order  of  Febru¬ 
ary  9,  1976  which  denied  ^at  motim. 
(Dr.  Robinson,  et  al.,  thereafter  sent  to 
the  Commissioner  a  letter  dated  February 
17,  1976,  making  a  request  to  introduce 
rebuttal  evidence;  this  letter  and  thus 
the  merits  of  reopening  the  hearing  for 
rebuttal  testimony  are  ruled  upon  below 
in  section  C.8) . 

It  is  not  improper  for  a  member  of  the 
General  Counsel’s  Office,  who  is  called 
concerning  a  procedural  matter  that 
does  not  involve  substantive  issues  under 
consideration  before  the  Administrative 
Law  Judge,  to  speak  to  the  Judge  and 
then  relay  the  information  received  to 
the  interested  party.  In  fact,  the  Office 
of  General  Coiuisel  was  helpful  to  Dr. 
Robinson.  Dr.  Robinson  relied  on  the  in¬ 
formation  he  received  in  filing  a  motion 
and  sending  a  letter  to  the  Commis¬ 
sioner,  and  he  has  made  no  complaints 


concerning  the  accuracy  of  the  proce¬ 
dural  advice  he  received.  (The  member  of 
the  General  Counsel’s  Office  made  mem¬ 
oranda  of  his  conversation  with  Dr.  Rob¬ 
inson  and  with  the  Administrative  Law 
Judge — both  of  which  were  provided  to 
Dr.  Robinson  and  made  available  to  the 
public.) 

The  Commissioner  concludes  that  the 
Administrative  Law  Judge  acted  prop¬ 
erly  in  his  decision  with  respect  to  the 
December  12,  1975  and  February  6,  1976 
Motions.  The  March  17,  1976  Motion  to 
Disqualify  is  hereby  denied. 

8.  Rebuttal.  Dr.  Miles  H.  Robinson,  et 
al.,  took  exception  to  the  fact  that  Dr. 
Robinson  was  not  allowed  to  introduce 
any  rebuttal  testimony  with  respect  to 
statistical  methodology,  use  of  animal 
datit,  and  alleged  defects  for  certain 
RDA’s  (Tr.  33495-33503,  Pretrial  Hear¬ 
ing  Tr.  63-64,  72,  86-88,  96,  103-104). 
From  the  outset.  Judge  Davidson  made 
it  clear  that  pursuant  to  the  remand  di¬ 
rections  by  the  Court  of  Appeals,  the  re¬ 
mand  was  for  the  limited  purpose  of  rea¬ 
sonable  cross-examination  of  the  witness 
and  that  rebuttal  would  not  be  allowed 
imless  foimdatlon  for  impeachment  of 
the  witness  was  shown,  i.e.,  there  was  no 
automatic  right  for  those  opposed  to  the 
regulations  to  offer  rebuttal  testimony  or 
for  the  Government  to  engage  in  redirect 
examination  (Pretrial  Hearing  Tr,  63, 
64) .  The  Court  of  Appeals  remanded  this 
case  to  PDA  “with  instructions  to  reopen 
the  record  for  the  limited  purpose  of 
permitting  reasonable  cross-examination 
of”  one  witness  (504  F.  2d  799)  and 
Judge  Davidson’s  niling  was  consistent 
with  this. 

At  the  close  of  the  hearing,  Dr.  Robin¬ 
son  was  given  every  opportunity  to  ex¬ 
plain  fully  the  reasons  he  had  for  seek¬ 
ing  rebuttal  (’Tr.  33495-33500).  In  the 
Commissioner’s  opinion.  Judge  David¬ 
son  properly  ruled  that  there  was  not  a 
sufficient  showing  that  such  rebuttal  evi¬ 
dence  was  necessary,  especially  consid¬ 
ering  that  Dr.  Robinson  had  had  oppor¬ 
tunity  to  Introduce  such  evidence  when 
he  presented  his  case  at  the  prior  hear¬ 
ing. 

Ihe  extensive  cross-examination  of  Dr. 
Harper  was  sufficient  for  the  piurposes 
of  the  remand — especially  since,  pursu¬ 
ant  to  the  1976  Vitamin  and  Mineral 
Amendments  to  the  Federal  Food,  Drug, 
and  Cosmetic  Act,  the  U.S.  RDA’s  are 
no  longer  iised  to  restrict  the  maximum 
potency  of  vitamins  and  minerals  in 
most  dietary  supplements  for  adults.  (See 
the  quotation  from  the  Court  of  Ap¬ 
peals,  504  F.  2d  799,  discussed  at  the 
beginning  of  section  C.)  The  cross-ex¬ 
amination  of  the  witness  extended  to  5 
days.  Having  carefully  considered  the 
transcript  of  the  reopened  hearing,  the 
Commissioner  concludes  that  no  rebuttal 
was  needed  nor  was  it  required  by  the 
decision  of  the  Court  ot  Appeals. 

9.  ‘‘Motion  to  Receive  in  Evidence 
U.S.DA.  Article  on  Nutrient  Availabil¬ 
ity”.  On  March  30,  1976,  after  the  hear¬ 
ing  was  c(»npleted.  Dr.  Miles  H.  Robin¬ 
son,  et  al.,  filed  with  the  Commissioner  a 
“Motion  to  Receive  in  Evidence  U.S.DA, 
Article  on  Nutrient  Availability.’’  ’This 
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article  was  never  mmtioned  during  the 
reopened  hearing.  This  article  should 
have  been  mxxhioed  at  the  hearing  so 
that  a  proper  foundation  could  have 
been  made  as  to  its  authenticity,  relia¬ 
bility,  and  relevaacy.  Accordingly,  this 
moti(m  is  denied. 

10.  AUegation$  that  existing  knowledge 
upon  which  RDA’s  are  based  precludes 
scientific  reliability  of  the  RDA’s.  Dr. 
Margaret  A.  Krlkker  to^  exception  to 
the  Administrative  Law  Judge’s  finding 
that  there  was  a  soimd  scientific  basis  for 
the  RDA’s  and  asks  that  his  finding  be 
revised  to  state  that  the  methodology 
employed  by  the  Board  can  cmly  be  ooii* 
sidered  value  judgments  and  ttsat  the 
limited  existing  knowledge  on  which  such 
judgments  are  based  precludes  sclentifie 
reUability  of  the  RDA’s  (Tr.  32971,  32968. 
32610-32611,  32997,  33003,  33241,  33170. 
33195-33198,  33174-33176,  32991,  33152. 
33183,  33172,  33187,  33191-33192,  33237, 
33222,  33223,  33178,  33209,  32981,  32996, 
33163,  32989,  33239,  32992-32993,  Pro¬ 
posed  Findings  1-8  and  32  contained  in 
Dr.  Krikker’s  exceptions  dated  March  20, 
1976) .  While  it  is  true  that  the  establish¬ 
ment  of  the  RDA’s  involved  a  measure  of 
judgment  and  that  there  may  be  some 
difference  of  opinion  as  to  the  levels  set, 
it  does  not  follow,  nor  does  the  record 
support  Dr.  Kiikker’s  assertions  that  the 
established  RDA’s  are  based  upon  insuf¬ 
ficient  data  or  are  otherwise  scientifically 
unreliable  (Tr.  32606,  32801,  33071,  33078, 
33030,  33031,  33033,  33051,  33069,  33127- 
33128,  33314-33317,  33152,  33127,  32670, 
33184,  33176,  33177,  33237,  33222,  33169, 
33176,  32971,  32968,  32610-32611,  32977, 
33003,  33241,  33170,  33195-33198,  33174- 
33176,  32991,  33152,  33183,  33172,  33187, 
33191-33192,  33237,  33222-33223,  33178. 
33209) . 

In  support  of  her  exception.  Dr.  Krik- 
ker  alleged  that  the  ideal  method  for 
determining  RDA’s  was  not  always  fol¬ 
lowed  and  also  that  RDA’s  have  not  been 
established  for  about  two  thirds  of  the 
essential  nutrients.  However,  Dr.  Harper 
testified  in  great  detail  as  to  the  proce¬ 
dures  that  were  followed  in  establishing 
the  RDA’s  (Tr.  33314-33317),  and  his 
testimony  shows  that  the  result  is  the 
best  available  scientific,  determination 
of  the  amoimts  of  various  nutrients  re¬ 
quired  to  maintain  a  healthy  population 
(Tr.  33127,  32670,  32606,  32801,  32981, 
33071,  33078). 

Dr.  Krikker  took  exception  to  the  RDA 
for  iron,  claiming  that  it  is  too  high 
(Proposed  Findings  9-22,  27).  She  relied 
on  a  report  of  the  experts  of  the  Joint 
FAO/WHO  (Food  Agricultural  Organi¬ 
zation/World  Hesdth  Organization)  ex¬ 
pert  Group  on  Requirements  of  Iron, 
which  lists  5  mg  (milligrams)  as  the 
allowance  for  ircm  (both  the  NAS/NRC 
RDA  and  the  UH.  RDA  have  been  set  at 
18  mg)  and  she  also  questioned  the  rate 
of  absorption  for  Iron  (10  percent)  used 
the  Committee.  Finally,  she  noted  that 
the  1974  RDA  for  iron  was  increased  50 
I>ercent  over  the  1958  RDA.  Dr.  Harper 
indicated  that  he  shared  Dr.  Krikker’s 
concern  with  respect  to  the  possible  dan¬ 
ger  of  excessive  amounts  of  Iron,  but 
stated  that  the  tolerance  for  iron  is  in 
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the  range  of  25  to  50  mg  per  day,  and  that 
the  rate  of  absorption  tends  to  go  down 
as  the  amoimt  c<»istuned  Increases  CTr. 
33184-33185). 

Dr.  Harper  also  agreed  with  Dr.  Krik- 
ker  that  animal  protein  frequently  car¬ 
ries  iron  that  is  more  readily  available 
than  some  of  the  iron  from  plant  prod¬ 
ucts  (Tr.  33176).  However,  Dr.  Harper 
explained  that  this  would  not  necessarily 
increase  the  absorption  rate  since  there 
are  interactions  that  could  reduce  the 
availability  of  iron  from  other  sources. 

It  was  on  the  basis  of  these  factors  that 
a  figure  of  10  percent  for  the  absorption 
rate  of  iron  was  considered  to  be  safe 
and  proper  (Tr.  33177).  Finally,  there  is 
stin  extensive  evidence  of  anemia  (he¬ 
moglobin  level  lower  than  the  standard 
for  adequate  health)  in  the  United 
States.  This  is  a  major  public  health 
problem.  Given  this  incidence  of  anemia, 
the  Committee  concluded  that  iron 
availability  could  not  have  been  much 
higher  than  the  absorption  figure  that 
they  employed  (Tr.  33177).  The  con¬ 
cern  over  anemia  also  resiilted  in  the  50 
percent  increase  in  the  RDA  over  a  10- 
year  period  (Tr.  33188).  Thus,  there  is 
substantial  evidence  that  the  RDA  for 
iron  was  set  at  a  safe  and  appropriate 
level. 

Dr.  Krikker  also  raised  questions  with 
respect  to  whether  the  RDA  for  calcium 
is  too  high  with  respect  to  the  nature 
of  its  relation  to  the  Intake  of  protein 
(Tr.  33237,  Proposed  Finding  23,  24). 
Dr.  Harper  explained  that  the  reason 
the  RDA  for  calcium  was  not  lowered 
was  because  there  is  some  indication  of 
an  Imbalance  that  might  arise  from  a 
high  Intake  of  protein,  resulting  in  an 
Increased  loss  of  calcium,  reflected  by 
increased  excretion  in  the  urine  (Tr. 
33237).  Therefore,  the  Committee  de¬ 
cided  not  to  lower  the  RDA  for  calciiun 
until  they  can  be  certain  that  the  cal¬ 
cium  requirement  of  the  American  popu¬ 
lation  is  not  being  increased  by  the  rela¬ 
tively  high  protein  intake  in  the  United 
States  (Tr.  33237) . 

Dr.  Krikker  also  expressed  concern 
over  the  long-term  effects  of  certain 
vitamins  and  minerals  and  the  lack  of 
adequate  toxicological  studies  on  long¬ 
term  toxicity.  The  Commissioner  shares 
this  concern  and  agrees  that  more  re¬ 
search  is  needed.  In  those  cases  where 
evidence  indicated  that  high  levels  of 
exposure  are  not  safe,  he  will  take  ap¬ 
propriate  action.  For  example,  the  Com¬ 
missioner  has  already  promulgated  regu¬ 
lations  under  §§  250.109,  250.110,  and 
121.1134  (21  (TFR  250.109,  250.110,  and 
121,1134)  limiting,  for  reasons  of  safety, 
the  amounts  of  vitamins  A  and  D  and 
folic  acid  which  may  be  included  in  a 
preparation.  The  Commissioner  recog¬ 
nizes  that  more  research  is  necessary, 
and  additional  regulations  will  be  pro¬ 
mulgated  as  more  information  becomes 
available.  (See  also  §  80.1(f)  of  the  re¬ 
vised  final  regulations  below,  which  in¬ 
corporates  certain  safety-related  re¬ 
strictions  upon  use  of  vitamins  and 
minerals.) 

Dr.  Krikker  also  proposed  a  number 
of  findings  based  on  questions  she  asked 
during  her  cross-examination  and  on 


the  eighth  edition  of  the  ‘Tlecom- 
mended  Dietary  Allowances'*  (1974) 
(PnKX>sed  Findings  25,  26,  28.  29.  31,  33, 
37).  However,  these  propos(^  findings 
were  never  related  to  the  establishment 
of  the  RDA’s  during  cross-examina¬ 
tion  of  Dr.  Harper.  Therefore,  there  Is 
no  evidence  on  record  as  to  what,  if  any, 
effect  thesiT  matters  might  have  on  the 
scientific  reliability  of  the  RDA’s.  For 
example.  Dr.  Harper  did  agree  that 
there  is  a  difference  in  absorption  and 
bioavailability  of  a  nutrient  depending 
upon  its  biological  form,  which  varies 
with  nutrients  (Tr.  33222).  Neverthe¬ 
less,  it  was  never  established  what  ef¬ 
fect,  if  any,  this  may  have  on  the  devel¬ 
opment  or  rellsd)illty  of  the  RDA’s.  This 
is  also  teue  with  respect  to  Dr.  Krlk- 
ker’s  proposed  finings  that  excessive 
folic  acid  in  foods  may  mask  vitamin  Bu 
deficiency  and  that  there  is  no  "single 
minimmn  dietary  requirement”  or  “sin¬ 
gle  maximum  safe  intake"  of  a  trace 
element. 

Judge  Davidson  pointed  out  to  Dr. 
Krikker  this  probl«n  (of  her  asking  ques¬ 
tions  that  had  no  apparent  relevance  to 
the  matter  at  hand)  during  her  question¬ 
ing  with  respect  to  iron:  "Maybe  I  could 
help  you  if  you  would  just  put  forth  on 
the  record  what  it  is  you  are  driving  at.” 
(Tr.  33169).  Following  this  comment 
Judge  Davidson  helped  Dr.  Krikker  re¬ 
late  her  question  concerning  iron  to  the 
establishment  of  the  RDA  for  iron  by 
asking  Dr.  Harper  if  his  impressiem  of  the 
RDA’s  “is  affected  by  the  subject  matter 
that  Dr.  Krikker  is  trying  to  get  into,  the 
type  of  protein  so\u:ce,  and  if  so,  to  what 
extent  and  how  it  entered  into  the  de¬ 
liberations  of  the  Committee?”  (Tr. 
33176).  While  the  connection  between 
this  area  of  inquiry  and  the  Committee’s 
deliberations  over  the  RDA  for  iron  was 
ther^y  established,  a  similar  connec¬ 
tion  was  not  successfully  established  for 
the  other  areas  of  inquiry  noted  above. 
Nevertheless,  the  Commissioner  has  con¬ 
sidered  these  points,  and  concludes  that 
there  is  no  evidence  to  support  a  conclu¬ 
sion  that  these  factors  raise  a  substantial 
question  with  respect  to  the  scientific  re¬ 
liability  of  the  RDA’s. 

11.  1974  revisions  of  NAS/NRC  RDA’s. 
Miles  Laboratories  filed  an  exception 
which  asserts  that  the  U.S.  RDA’s,  which 
were  developed  in  reliance  on  the  1968 
NAS/NRC  RDA’s,  should  be  revised  pur¬ 
suant  to  1974  revisions  of  the  NAS/NRC 
RDA’s. 

The  Administrative  Law  Judge  prop¬ 
erly  ruled  that  this  matter  was  beyond 
the  scope  of  the  hearing,  which  was  held 
to  inquire  into  the  process  employed  by 
the  Food  and  Nutrition  Board’s  Commit¬ 
tee  on  Dietary  Allowances  in  establish¬ 
ing  the  NAS/NRC  RDA’s  to  determine 
whether  it  was  appropriate  for  FDA  to 
use  NAS/NRC  figures  as  a  basis  for  regu¬ 
lation.  Moreover,  the  Commissioner  has 
already  stated  in  the  May  28,  1975  docu¬ 
ment  (40  FR  23248)  that  the  changes 
made  in  the  1974  NAS/NRC  RDA’s  are 
not  of  sufficient  magnitude  as  they  re¬ 
late  to  overall  public  health  to  warrant 
similar  changes  in  the  U.S.  RDA’s  at  this 
time,  but  that  it  is  reasonable  to  antici¬ 
pate  changes  in  the  existing  U.S.  RDA’s 
to  reflect  changes  in  the  NAS/NRC 


RDA’s  when  the  latto:  are  next  pub¬ 
lished. 

The  Commlssimier  has  nevertheless  re¬ 
considered  this  issue.  A  review  of  the 
changes  in  the  NAS/NRC  RDA’s  indi¬ 
cates  that  they  include  a  reduction  (to 
10)  in  the  total  number  of  age  grouping 
for  which  values  are  glv«i,  reductions  in 
the  highest  RDA  values  for  each  of  six 
nutrients  in  each  age  grouping,  a 
increase  in  the  value  for  riboflavin,  and 
establishment  of  RDA’s  for  zinc.  The 
Commissioner  notes  that  UJ3.  RDA’s  al¬ 
ready  exist  for  zinc  and  that  they  are 
consistent  with  NAS/NRC  RDA’s.  He  re¬ 
mains  of  the  view  that  the  changes  in  the 
1974  NAS/NRC  RDA’s  are  not  of  suffi¬ 
cient  magnitude  to  warrant  changing  the 
U.S.  RDA’s  at  this  time. 

The  Administrative  Law  Judge  also  ob¬ 
served  that  this  proceeding  has  been 
pending  for  14  years  and  that  the  institu¬ 
tion  of  further  refinements  in  the  UJ3. 
RDA’s  at  this  time  would  cmly  involve  a 
needless  further  d^y  in  development  of 
final  regulations  (R^jort  and  Recom¬ 
mended  Order  on  Limited  Further  Hear¬ 
ing.  p.  10).  The  Commissioner  agrees 
that  the  better  course  to  follow  is  to  es¬ 
tablish  the  appropriateness  and  legality 
of  the  regulations  at  this  time  and  make 
further  modifications  in  the  future  when 
the  need  arises. 

12.  Allegations  that  Dr.  Sebrell  should 
have  been  produced  as  a  witness.  Na¬ 
tional  Nutritional  Foods  Association,  Na¬ 
tional  Association  of  Pharmaceutical 
Manufacturers,  and  Solgar  Co.,  Inc.,  took 
exception  to  the  fact  that  Dr.  Sebrell  was 
not  produced  tor  cross-examination. 

’The  Commissioner  concludes  that  this 
exception  is  without  merit.  ’The  Court  at 
Appeals  remanded  this  case  “for  the  lim¬ 
it^  purpose  permitting  reasonable 
cross-examination  of  Dr.  Sebrell  (or,  if 
he  is  not  available,  scxne  other  qualified 
member  of  the  Board)  by  Dr.  Robinson 
or  counsel  for  some  other  similarly  inter¬ 
ested  participants”  (504  F.  2d  799) .  While 
the  Ccmimissioner  was  under  no  obliga¬ 
tion  to  do  so,  he  opened  the  hearing  to 
all  interested  persons,  and  it  is  a  group 
of  these  parties  (not  Dr.  Robinson) 
which  is  now  raising  the  exception  to 
the  witness  produced  by  the  agency.  Dr. 
Robinson,  who  was  primarily  responsible 
for  this  remand,  CMicurred  in  the  call¬ 
ing  of  Dr.  Harper  in  substitution  for  Dr. 
Sebrell  and  supported  the  Government’s 
opposition  to  the  motion  which  sought 
to  prevent  Dr.  Harper  from  testifying 
(Tr.  32443). 

’The  record  shows  that  Dr.  Sebrell  was 
not  interested  in  testifying  (Exhibit  P- 
1162),  and  FDA  has  no  subpoena  power 
to  require  his  appearance.  Moreover,  Dr. 
Harper  was  eminently  qualified.  Dr.  Har¬ 
per  is  a  professor  of  nutrition  sciences 
and  biochemistry  and  Chairman  of  the 
Department  of  Nutritional  Sciences,  Uni¬ 
versity  of  Wisconsin.  He  is  widely  re¬ 
garded  as  an  expert  in  the  field  of  human 
nutrition  (Govt.  Exhibit  P-1162,  P-1164; 
Tr.  32485) .  Dr.  Harper  was  chairman  of 
the  Committee  that  was  responsible  for 
the  1974  RDA’s  and  was  a  member  of  Dr. 
Sebrell’s  committee  that  formulated  the 
1968  RDA’s  ('Tr.  32453).  Dr.  Hopper  also 
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indicated  that  he  was  in  virtually  com¬ 
plete  agreement  with  Dr.  Sehrdl’s  testi¬ 
mony  (Tr.  32465-32467) . 

During  the  course  of  the  hearing,  Dr. 
Harper  was  cross-examined  on  a  wide 
variety  of  nutrients  and  gave  an  in-depth 
explanation  of  how  the  Committee  on 
Dietary  Allowances  and  the  Food  and 
Nutrition  Board  functioned,  of  how  in¬ 
dividual  BDA’s  were  established,  and  of 
the  scientific  basis  for  the  work  done  by 
the  Committee.  While  there  were  swne 
exceptions  filed  in  which  parties  com¬ 
plained  that  they  were  unable  to  ask 
Dr.  Harper  enough  questions,  no  one  has 
complained  that  they  were  unable  to  ob¬ 
tain  the  information  they  were  seeing 
on  cross-examination  due  to  Dr.  Har¬ 
per’s  lack  of  knowledge  on  any  particular 
subject.  Dr.  Harper  responded  to  ques¬ 
tions  of  seven  difle^t  examiners  for  5 
full  days  on  the  issues  set  for  the  hear¬ 
ing.  All  opponents  of  the  regulations 
were  offered  a  full  and  fair  opportunity 
to  cross-examine  Dr.  Harper,  and  this 
cross-examination  fully  complied  with 
the  remand  directions  by  the  Court  of 
Appeals. 

13.  Allegations  concerning  therapeutic 
usage  of  vitamins  and  minerals.  Mr. 
Warren  R.  Biggs,  Dr.  Margaret  A.  Krik- 
ker,  Natiaoal  Nutritional  Foods  Associ¬ 
ation.  National  Association  of  Pharma¬ 
ceutical  Manufacturers  and  Solgar  Co., 
Inc.,  observed  that  the  RDA’s  were  not 
designed  to  cover  “therapeutic”  needs, 
noting  that  there  are  medical  conditions 
that  require  special  dietary  treatment. 
These  p^ies  also  state  that  therapeutic 
usage  of  vitamins  and  minerals  should  be 
treated  separately  and  one  party  sug¬ 
gests  that  regulations  should  be  promul¬ 
gated  to  govern  the  use  of  vitamins  and 
minerals  to  treat  diseases. 

The  Commissioner  advises  that  the 
definition  and  standEu^  of  Identity  for 
^etaiW  sm>irfeMentB  of  vRamins  and 
minerals,  §  80.1,  applies  to  preparations 
offered  slaiply  as  dtotai^  supplements  of 
vitamins  and/or  minerals,  not  to  pr^- 
arations  offered  for  use  in  the  treatment 
of  disease.  (See  S  80.1(a)  (1)  and  (3) 
(iv).)  With  respect  to  vitamin/mineral 
preparations  represented  for  use  under 
medical  supervlslmi  in  the  dietary  man- 
agem^t  of  specific  diseases  and  dis¬ 
orders,  the  Commissioner  concludes  that 
applicable  labeling  requirements  of  Part 
125  are  appropriate. 

14.  Allegations  that  RDAis  are 
designed  primarily  for  dealing  with  pop¬ 
ulation  groups.  Dr.  Margaret  A.  Kril^er, 
National  Nutritional  Foods  Association, 
National  Association  of  Pharmaceutical 
Manufacturers  and  Solgar  Co.,  Inc., 
based  an  exception  on  allegations  that 
the  RDA’s  are  designed  primarily  for 
dealing  with  population  groups  and  not 
individuals  (Tr.  32981,  32996,  P-1165,  p. 
3).  On  cross-examination.  Dr.  Harper 
testified  that  although  the  RDA’s  are 
designed  primarily  for  addressing  the 
dietary  ne^s  of  population  groups,  they 
exceed  the  needs  of  most  of  the  popula¬ 
tion  (Tr.  32981).  In  fact.  Dr.  Harper 
testified  that  it  should  be  possible  for 
some  people  to  eat  diets  that  provide  less 
than  half  of  the  recommended  dietary 
allowances  and  still  meet  their  require¬ 


ments  regularly  (Tr.  32981).  The  Com¬ 
missioner  concludes  that  this  factor  does 
not  demonstrate  that  the  RDA’s  are  un¬ 
reliable  or  inappropriate  for  use  In  es¬ 
tablishing  n.S.  RDA’s. 

15.  Exceptions  to  use  of  RDA’s  to  limit 
ingredients  and  restrict  dosage  levels  of 
nutrients.  National  Nutritional  Foods 
Association,  National  Association  of 
Pharmaceutical  Manufacturers  and 
Solgar  Co.,  Inc.,  except.to  use  of  RDA’s 
to  place  a  limitation  on  Ingredients  or 
to  restrict  dosage  levels  of  nutrients. 
’Ihose  objecting  seem  to  have  been  con¬ 
cerned  with  “freedom  of  choice”  by 
adults  (Exceptions  of  National  Nutri¬ 
tional  Foods  Association,  National  As¬ 
sociation  of  Pharmaceutical  Manufac¬ 
turers  and  Solgar  Co.,  Inc.,  p.  19) .  How¬ 
ever,  pursuant  to  the  1976  Vitamin  and 
Mineral  Amendments  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (see  dis¬ 
cussion  below  iu  section  E),  the  regula¬ 
tions  issued  bdlow  have  been  revised  so 
that  the  RDA’s  are  generally  no  longer 
being  used  to  place  any  maximum  limi¬ 
tation  on  the  quantity  of  a  nutrient  or  on 
the  inclusion  of  a  nutrient  In  a  dietary 
supplement  offered  for  use  by  adults, 
other  than  pregnant  or  lactating  women. 
Accordingly,  ^ese  exceptions  are  essen¬ 
tially  moot.  The  Conunlssioner  concludes 
that  the  use  of  RDA’s  to  determine  the 
potency  of  dietary  supplements  repre¬ 
sented  for  use  by  infants,  children,  or 
pregnant  or  lactating  women  is  appro¬ 
priate. 

16.  Allegations  that  the  Committee  did 
not  envision  use  of  the  RDA’s  in  the 
manner  employed  by  the  regulations.  Ex¬ 
ceptions  by  Hoffman-LaRoche,  Dr.  Mar¬ 
garet  A.  Krikker,  National  Nutritional 
Foods  Association.  National  Association 
of  Pharmaceutical  Manufacturers,  Sid- 
gar  Co.,  Ine.,  and  Mr.  munren  R.  Blags 
allege  that  tthe  time  the  1986  RDJ^ 
were  being  dav^oped  the  Cemmlttee  ^ 
ndt  envMen  ftnt  IflM  FDA  wouli  use  tne 
IIDA!s  to  eetoUMrii  labeihig  and  Oom- 
poiHtional  requirements  (Tr.  dOfUS, 
32714,  38944,  32666-92668,  32746-32747. 
32741,  32466,  32679,  P-1166,  pp.  13.  20). 
Even  If,  arguendo,  the  Committee  did 
not  have  regulatory  use  In  mind.  It  does 
not  follow  that  the  RDA’s  are  not  at>- 
proprlate  for  use  by  FDA  for  regulatory 
purposes.  In  fact.  Dr.  Harper  testified 
that  he  thought  the  RDA’s  were  appro¬ 
priate  for  use  by  FDA  in  developing  label¬ 
ing  regulations  $md  in  the  regulation  of 
the  nutriticmal  value  of  food  products 
(Tr.  32663-32665,  32711,  32820-32821, 
33005,  33013-33014.  33208).  He  specifi¬ 
cally  stated  that  the  RDA’s  “did  provide 
a  suitable  nutritional  yardstick  for  FDA 
to  rely  on  in  developing  regulations” 
(Tr.  32944) . 

Moreover,  the  1976  Vitamin  and  Min¬ 
eral  Amendments  to  the  Federal  Food, 
Drug,  and  Cosmetic  Act  provide  that 
PDA  may  not  rely  on  its  authority  to  es¬ 
tablish  standards  of  identity  for  foods 
or  its  authority  to  prevent  misbranding 
of  foods  to  establish  maximum  limits  on 
the  potency  of  any  vitamin  or  mineral 
or  otherwise  to  restrict  the  combination 
or  number  of  any  vitamin,  mineral  or 
other  ingredient  in  a  preparation  to 
which  the  legislation  applies  (see  discus¬ 
sion  in  section  E  below) .  ’Thus,  the  regu¬ 


lations  issued  below  have  been  revised 
so  that  vitamins  and  minerals  for  adults, 
other  than  pregnant  or  lactating  women, 
may  be  sold  in  any  combination  or  po¬ 
tency  that  is  generally  recognized  as 
safe  and  exceptions  relating  to  this  issue 
are  essentially  moot  in  light  of  this  ac¬ 
tion. 

The  Commissioner  concludes  that  the 
uses  to  which  the  RDA’s  were  put  by  the 
FDA  in  developing  regulations  governing 
dietary  supplements  of  vitamins  and 
minerals  are  scientifically  appropriate. 
The  RDA’s  provide  a  sound,  scientific 
basis  frmn  which  to  draw  values  for 
regulations  designed  to  fully  inform 
purchasers  of  the  special  dietary  value 
of  foods  and  for  establishing  definitions 
and  standards  of  identity. 

17.  Allegations  of  improper  limitation 
on  the  scope  of  the  reopened  hearing. 
National  Nutritional  Foods  Association, 
National  Association  of  Pharmaceutical 
Manufacturers  and  Solgar  Co.,  Inc., 
took  exertion  to  what  they  claimed 
were  Imprc^r  limitations  on  the  scope  of 
the  reopened  hearing.  They  contended 
that  a  hearing  should  have  been  held  on 
the  following  matters:  (1)  limitations  on 
potency  of  multi-vitamin-mineral  prod¬ 
ucts.  (2)  failure  to  include  in  multinu- 
trlent  sui^lements  vitamins  and  min¬ 
erals  for  which  there  is  no  U.S.  RDA, 
(3)  additional  formulations,  and  (4)  the 
proposed  requirement  of  setting  forth  in 
the  labeling  of  a  dietary  supplement  the 
percentages  of  a  nutrient  derived  from 
particular  sources. 

These  parties  have  misconstrued  the 
order  of  the  Court  of  Appeals.  The  Comt 
of  Appeals  ordered  the  reopening  of  the 
hemdng  only  “for  the  limited  purpose  of 
permitting  reasonable  cross-examina¬ 
tion”  of  one  witness  and  not  to  consider 
other  mattew  such  as  those  listed  above 
(504  F,24  799).  'She  other  matters  are 
diseussed  under  etiier  sections  of  this 
deoument. 

18.  Certain  other  exceptions.  Mr.  War¬ 
ren  R.  Biggs  vras  not  present  during  the 
pretrial  conference  or  during  any  of  the 
cross-examinatkm  of  Dr.  Harper,  but  he 
did  file  excepttons.  Ihese  exceptions  did 
not  Include  an.v  citations  to  the  tran¬ 
script.  ’This  makes  these  exceptions  dif¬ 
ficult  to  consider.  Nevertheless,  the  Com¬ 
missioner  has  read  and  considered  all  of 
the  exceptions  filed  and  responds  to  the 
extent  possible  under  these  circum¬ 
stances: 

Mr.  Biggs  alleged  that  there  are  no 
clinical  studies  to  determine  the  validity 
of  the  RDA  figures,  and  he  claimed  that 
the  nutritional  requirements  were  fre¬ 
quently  set  at  the  point  of  appearance  of 
obvious  gross  symptoms  of  deficiency. 
First,  nutrient  requirements  were  not  set 
at  the  level  of  obvious  gross  ssunptoms  of 
deficiency  (P-1165,  p.  8).  Second,  the 
RDA’s  are  based  on  human  studies 
wherever  such  studies  exist,  or  on  exami¬ 
nation  of  population  smweys  as  weU  as 
consideration  of  the  amount  of  a  nutri¬ 
ent  in  the  food  sui^ly  (Tr.  32969-32971, 
P-1165,  pp.  5-9).  ’Thus,  clinical  studies 
were  utilized,  and  when  they  were  un¬ 
available  other  reliable  scientific  criteria 
were  used  (see  discussion  above  In  sec¬ 
tion  C.3). 
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Mr.  Biggs  noted  that  the  need  for 
thiamine  increases  with  physical  exer¬ 
cise.  However,  the  Committee  also  recog¬ 
nized  this  factor,  and  took  It  Into  con- 
slderaticm  In  establishing  the  RDA  for 
thiamine  (Ibid.,  p.  5). 

Mr.  Biggs  contended  that  older  per¬ 
sons  generally  have  less  of  a  particular 
vitamin  or  mineral  In  their  bodies  than 
yoxmger  persons.  This  Is  not  generally 
so.  The  Committee  specifically  states  that 
there  is  little  evidence  that  requirements 
for  specific  essential  nutrients  change 
with  advancing  age  (P-1165,  p.  11). 

Mr.  Biggs  also  noted  that  there  are 
different  nutrient  needs  depending  on 
age,  sex  and  weight  and  also  that  two 
similar  individuals  can  have  different  re¬ 
quirements.  All  of  these  factors  were  rec¬ 
ognized  by  the  Committee  and  considered 
in  establishing  the  RDA’s  (P-1165,  p.  4). 
Moreover,  in  the  development  of  the  U.S. 
RDA’s  from  the  RDA’s,  the  highest  RDA 
values  from  among  the  niunerous  age 
and  sex  groups  reflected  in  the  RDA’s 
generally  were  selected  to  ensure  U.S. 
RDA  values  equal  to  or  greater  than  the 
individual  RDA’s  from  which  they  were 
derived. 

Mr.  Biggs  also  made  an  excepytlon  based 
on  allegations  that  a  person  can  con¬ 
sume  the  RDA  of  a  nutrient  and  still 
have  a  deficiency.  In  this  regard.  Dr. 
Har(>er  testified  that  the  RDA’s  are  the 
best  possible  guide  we  have  to  provide  for 
adequate  intake  of  essential  nutrients 
under  the  wide  variety  of  conditions  in 
this  country  for  essentially  all  of  the  nor- 
nud  healthy  persons  in  the  United  States 
(Tr.  32669) .  Moreover,  the  RDA  level  is 
high  enough  that  even  if  a  person  habit¬ 
ually  consumes  less  than  the  recom¬ 
mended  amounts  of  some  nutrients,  his 
diet  is  not  necessarily  inadequate  (P- 
1165,  p.  12). 

Mr.  Biggs  also  contends  that  high  lev¬ 
els  of  consvunption  of  a  nutrient  are  fre¬ 
quently  beneficial  in  curing  diseases. 
However,  there  is  no  evidence  on  the  rec¬ 
ord  to  sun)ort  this  contention. 

The  Committee  stated  that  they  are 
aware  of  no  convincing  evidence  of 
unique  health  benefits  accruing  from 
consumption  of  a  large  excess  of  a  nu¬ 
trient  (P-1165,  p.  3) . 

Mr.  Biggs  also  raised  other  exceptions 
which  do  not  appear  to  be  addressed  in 
the  record  and  do  not  appear  to  have 
been  raised  with  Dr.  Harper  (Exception 
Nos,  1,  10,  14,  15,  16,  17,  18,  20,  21, 
22,  23,  24,  25,  29,  30,  31,  33,  37,  38,  40 
41,  44,  45).  The  Commissioner  has  con¬ 
sidered  all  of  these  to  the  extent  possible, 
and  he  has  concluded  that  no  substantial 
basis  for  change  in  the  regulations  has 
been  shown. 

D.  Exceptions  to  the  May  28,  1975 

Tentative  Amendments  to  the  Reg¬ 
ulations 

In  the  May  28,  1975  document,  the 
Commissioner  published  several  tentative 
amendments  to  §4  80.1  and  125.1  through 
125.3.  Interested  persons  were  invited 
to  file  exceptions  on  or  before  July  14, 
1975. 

Slxty-twD  exceptions  were  received 
between  June  20  and  October  2,  1975. 


Although  no  extension  in  time  for  the 
filing  of  exceptions  was  provided,  those 
exceptions  received  after  July  14,  1975 
have  been  fully  considered.  The  excep¬ 
tions  received  and  the  Commissioner’s 
responses  are  as  follows : 

1.  Numerous  exceptions  contehded 
that  the  Commissioner  was  attempthig 
to  restrict  the  sale  of  vitamins  and  min¬ 
erals  unnecessarily,  or,  some  contended, 
imlawfully,  in  particular  by  limiting  the 
inclusion  of  ingredients  or  maximum 
potency  of  vitamins  and  minerals  in  die¬ 
tary  supplements.  On  the  other  hand, 
some  exceptioils  supported  the  proposed 
regulations  as  draft^. 

The  Commissioner  notes  that  these  ex¬ 
ceptions  were  written  before  enactment 
on  April  22,  1976  of  the  vitamin  and 
mineral  amendments  to  the  act.  'These 
amendments  are  discussed  in  detail  be¬ 
low  in  section  E  of  this  preamble.  The 
amendments  prohibit  PDA  from  limiting 
the  inclusion  of  ingredients  and  maxi¬ 
mum  potency  of  vitamins  and  minerals 
in  dietary  supf)lements  (intended  for  in¬ 
gestion  in  tablet,  capsule,  droplet  or 
other  form  not  simulating  or  represented 
as  conventional  food)  that  are  offered 
for  use  by  adults  other  than  pregnant  or 
lactatlng  women  and  are  recognized  as 
safe.  The  final  regulations  issued  below 
have  been  revised  to  comply  with  these 
amendments  to  the  act,  thus  rendering 
these  exceptions  moot. 

This  new  legislation  does  not  restrict 
FDA  authority  to  limit  the  composition 
of  dietary  siqiplements  for  reasons  of 
safety.  If  use  of  a  vitamin  or  mineral  is 
not  generally  recognized  as  safe,  it  may 
be  used  only  in  a  manner  ccmsistent  with 
an  approving  food  additive  regulation. 
For  example,  for  reasons  of  safety,  a 
food  additive  regulaticm,  §  121.1134  (21 
CFR  121.1134) ,  limits  the  maximum  po¬ 
tency  of  the  vitamin  folic  acid,  wMch 
may  be  used  in  dietary  supplements;  and 
Congress,  in  passing  the  1976  vitamin 
and  mineral  amendments  to  the  act, 
specifically  noted  that  food  additive  reg¬ 
ulations  such  as  the  f<dic  acid  regulation 
were  not  affected.  (H.R.  Rep.  No.  94- 
1005,  94th  Cong.,  2d  Sess.  28  (1976).) 
Likewise,  as  Congress  specifically  stated 
(Id.),  PDA  may  restrict  to  prescription 
drug  status  high  potency  preparations 
of  vitamins  and  minerals  that  are  not 
safe  for  use  except  under  the  supervision 
of  a  physician.  For  example,  under 
§§  259.109  and  250.119,  FDA  has  restrict¬ 
ed  to  prescription  drug  status  high  po¬ 
tency  preparations  of  vitamins  A  and  D 
that  are  not  safe  for  use  except  under 
the  supervision  of  a  physician.  These 
regulations  have  been  upheld  in  court. 
National  Nutritional  Foods  Assn.  v. 
Weinberger.  512  P.  2d  688  (2d  Cir.  1975) , 

_ F.  Supp _ (No.  73  Civ.  3448, 

July  2,  1976). 

2.  A  substantial  number  of  exceptions 
argued  against  labeling  as  drugs  those 
vitamins  and  minerals  that  exceed  the 
UH.  RDA’s  by  150  percent. 

The  Commissioner  advised  that  the  re¬ 
vised  final  regulations  issued  below  are 
in  accord  with  these  exceptions.  Section 
125.1(h)  as  promulgated  on  August  2, 
1973,  had  provided  generally  that  prep¬ 


arations  (xmtainlng  more  than  the  up- 
pw  limit  of  the  U.S.  RDA  per  serving  of  a 
vitamin  or  mineral  as  specified  in  S  80.1 
(f)  (1)  would  bo  deemed  a  drug.  However, 
the  Court  of  Appeals  ruled  this  provi¬ 
sion  invalid,  504,  P.2d  788-789,  and  the 
1976  vitamin  and  mineral  amendments 
to  the  act,  21  U.S.C.  350(a)(1)  (B),  pro¬ 
vide  that  PDA  may  not  classify  a  vitamin 
or  mineral  as  a  drug  “solely  because  it 
exceeds  the  level  or  potency  which  the 
Secretary  (PDA)  determines  is  nutri¬ 
tionally  rational  or  useful.’’  The  tenta¬ 
tive  amendments  to  the  regulations  in 
the  May  28, 1975  document  revoked  para¬ 
graph  (h)  of  §  125.1,  and  this  paragraph 
no  longer  appears  in  the  revised  final 
regulations  issued  below. 

3.  Three  exceptions  criticized  the  plac¬ 
ing  of  minimum  potency  limits  on  vita¬ 
mins  and  minerals.  ITiese  exceptions  sug¬ 
gested  that  the  public  be  allowed  to 
choose  for  its^  the  amount  of  these 
nutrients  it  wishes  to  purchase  regard¬ 
less  of  how  low  the  potency  level  might 
be. 

Section  80.1  (c)  of  the  revised  final  reg¬ 
ulations  retains  the  requirement  that 
dietary  supplements  shall  contain  in  the 
specified  daily  quantity  not  less  than  the 
lower  limit  specified  in  S  80.1(d)  (1)  for 
the  groups  for  which  the  supplement  is 
offered  (generally,  50  percent  of  the  U.S. 
RDA) .  The  Commissioner  believes  that  it 
would  be  misleading  and  contrary  to  the 
public  interest  for  a  vitamin  and  or  min¬ 
eral  preparation  represented  as  a  dietary 
sui^lement  to  provide  a  vitamin  or  min¬ 
eral  in  an  amount  insignificant  for  use 
as  a  dietary  supplement,  and  Congress,  in 
passing  the  1976  vitamin  and  mineral 
amendments  to  the  act  specifically 
agreed:  “nils  provision  (21  U.S.C.  350 
(a)  (1)  (A) )  would  not  restrict  the  Secre¬ 
tary  (FDA)  from  ptrescriblng  minimum 
potency  levels  for  vitamins  or  minerals 
in  such  products  in  order  to  prevent  the 
addition  of  insignificant  or  useless 
amounts.”  (HJt.  Rep.  No.  94-1005,  94th 
(Jong.,  2d  Sess.  26  (1976) .)  The  Commis¬ 
sioner  has  concluded  that,  for  those  vita¬ 
mins  and  minerals  for  which  UB.  RDA’s 
have  been  established,  dietary  supple¬ 
ments  should  provide,  in  the  specified 
daily  quantity,  no  less  than  the  lower 
limit  specified  in  §  80.1(d)  (1) . 

4.  Several  exceptions  requested  provi¬ 
sions  for  additional  formulations  of  vita¬ 
min/mineral  dietary  supplements. 

The  Commissioner  advises  that  re¬ 
quests  for  additional  formulations  of  di¬ 
etary  supplements  are  considered  in  sec¬ 
tion  B  of  this  preamble.  It  should  be 
noted  that  pursuant  to  the  1976  Vitamin 
and  Mineral  amendments  to  the  act,  the 
regulations  no  longer  limit  the  inclusion 
of  ingredients  which  are  recognized  as 
safe  in  dietary  supplements  which  are 
represented  for  use  by  adults  (other  than 
pregnant  or  lactatlng  women)  and  which 
are  intended  for  ingestion  in  tablet,  cap¬ 
sule,  or  droplet  form. 

5.  Three  exceptions  argued  that  there 
should  be  no  restriction  on  the  potency 
of  essential  .vitamins  and  minerals  for 
which  no  n.S.  RDA’s  have  been  estab¬ 
lished.  One  exception,  however,  requested 
that  tx)tency  restrictions  for  such  vita- 
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mins  and  minerals  be  established.  Anoth¬ 
er  exception  suggested  determining  the 
“appropriate**  (xuanttty  of  essential  xm- 
trlents  without  estaMlsfaed  U.S.  RDA’s 
to  be  Included  In  dietary  supplements. 

The  Commlsslona:  reiterates  that  pur¬ 
suant  to  the  1970  vitamin  and  mineral 
amendments  to  the  act,  the  maxlmtim 
potency  of  safe  nutrients  In  dietary  sup¬ 
plements  (Intended  for  Ingestion  In  tab¬ 
let.  capsule,  droplet,  or  other  form  not 
simulating  or  represented  as  convention¬ 
al  food)  Intended  for  adults  (other  than 
pregnant  or  lactating  women)  may  not 
be  restricted.  This  Includes  vitamins  and 
minerals  for  which  no  U.S.  RDA  has  been 
established.  However,  a  vitamin  or  min¬ 
eral  should  be  present  In  a  dietary  sup¬ 
plement  in  a  minimum  amount  that  Is 
useful  for  supplementation  purposes. 
Minimum  levels  have  been  established  by 
S  80.1  (c)  and  (d)(1)  for  all  nutrients 
for  which  U.S.  RDA*s  have  been  estab¬ 
lished.  Minimum  levels  for  nutrients  for 
which  no  U.S.  RDA’s  have  been  estab- 
U^ed  win  be  proposed  In  a  future  Issue 
of  the  Feoekal  Register. 

6.  One  exception  contended  that  estab¬ 
lishing  minimum  levels  for  choline,  vita¬ 
min  K,  and  manganese  would  be  “in 
conflict  with  the  spirit  of  8  80.1(b)  (5),** 
which  provided  that  the  standard  of 
identity  would  not  apply  to  foods  which 
do  not  contain  50  percent  or  more  of  the 
adult  U.S.  RDA,  which  are  not  repre¬ 
sented  as  a  dietary  supplement,  and 
which  are  labeled  in  accordance  with 
8  1.17  (21 CPR  1.17) . 

Section  80.1(b)(5)  (redesignated 
8  80.1(a)  (2)  (i))  was  intended  to  allow 
a  low  potency  vltamin/mlneral  prepara¬ 
tion,  which  is  not  appropriate  for  dietary 
supplement  use.  to  be  sold  as  a  food, 
but  not  as  a  dietary  supplement,  and 
the  provision  has  this  effect  for  vitamins 
and  minerals  for  which  UJ3.  RDA*s  have 
been  established.  The  Commissioner  in¬ 
tends  to  propose  amendments,  in  a  fu¬ 
ture  Issue  of  the  Federal  Register,  to 
establish  similar  provisions  for  ch<^lne, 
vitamin  K,  and  manganese.  In  the  mean¬ 
time.  preparations  providing  low  levels 
of  these  nutrients,  itidch  would  not 
serve  a  useful  purpose  as  a  dietary  sup¬ 
plement,  may  be  sold  shnply  as  food  prep¬ 
arations  assuming  no  dietary  supplement 
claims  are  made. 

7.  Requests  were  made  for  extensions 
of  time  tar  filing  ai  api^ications  fm:  ad¬ 
ditional  formulations  and  for  filing  of 
exceptions  to  the  tentative  amendments. 

The  Commlsskmer  advises  that  a  45- 
day  extension  for  filing  applications  for 
additional  fmmulations  was  authorised 
by  the  July  10,  1975  notice.  Although  no 
extension  was  authorized  beyond  the 
original  July  14.  1975  deadline  for  filing 
exceptions  to  the  tentative  amendments, 
all  exceptions,  including  sane  received  as 
late  as  October  1975,  have  been  fully 
considered. 

8.  One  excepti<Ki  argued  that  8  80.1(b) 
(4)  (redesignated  8  80.1(a)(5))  imptip- 
erly  i^aced  the  burden  on  applicants  to 
show  that  amending  the  list  vitamin/ 
mineral  combinations  “will  promote  hon¬ 
esty  and  fair  dealing  in  the  interest  of 
Gcmsumers,**  and  that  this  requirement 
exceeds  the  scope  of  the  Commissioner's 


authority  undv  section  401  of  the  act 
(21  UJB.C.  841). 

TTm  commissioner  does  not  agree.  It 
Is  appropriate  to  require  that  a  petition 
for  ammidment  of  the  standard  show 
that  the  requested  amendment  “win  im>- 
mote  honesty  and  fair  dealing  In  the  In¬ 
terest  of  ctmsumm**  because  this  Is  the 
criterion  for  promulgation  of  such  a 
regulation  estaMlshed  by  Congress  In 
section  401  of  the  act  (21  UJS.C.  341). 
(However,  pursuant  to  the  new  vitamin 
and  mineral  amendments  to  the  act,  the 
Commissioner  may  no  Imiger  employ 
secticm  401  of  the  act  (21  n.S.C.  341)  to 
limit  the  combination  of  ingredients  in 
dietary  supplements  offered  in  taUet, 
capsule,  or  dnH>let  form,  or  otherwise  not 
in  the  form  of  conventional  food,  for 
use  by  adults  (other  than  pregnant  or 
lactating  women).) 

9.  Three  exceptions  objected  to  the 
banning  from  dietary  supplements  of  in¬ 
gredients  which  are  not  harmful  but 
which  the  Commissioner  has  determined 
are  nonessential.  One  of  these  excep¬ 
tions  cmitended  that  the  Inclusion  of 
these  ingredients  in  dietary  sui^ements 
does  not  mislead  the  public. 

The  Comndasioner  advises  that  the 
1976  vitamin  and  mineral  amendments  to 
the  act  generally  prOiibit  FDA  from 
limiting  the  inclnslon  of  safe  ingredients 
in  dietary  suiqpleinents  for  adults  (other 
than  pregnant  and  lactating  women), 
and  that  the  regulations  issued  below 
have  been  revised  to  conform  to  the 
new  legislation,  as  discussed  in  section 
E  of  this  iHreamfale. 

10.  One  excepUcm  contended  that  con- 
siuuera  might  be  confused  by  the  minting 
ot  “active  and  inactive  ingredients’*  in 
the  list  of  ingredimts  for  a  dietary  siQ>- 
plement.  It  was  suggested  that  the  in¬ 
gredient  list  be  divided  into  two  parts, 
with  separate  subheadings  for  nutritive 
ingredients  and  nonnutritive  ingredi¬ 
ents,  Instead  of  listing  all  ingredients 
in  descending  order  of  predominance  by 
w^ht. 

The  Commlssicmer  advises  that  8  80.1 
(i)  provides  a  format  for  prominent  list¬ 
ing  of  the  vitamins  and  minerals  on  the 
principal  display  panel  a*  information 
panel  of  a  dietary  supplement.  This  list 
of  vitamins  and  minerals  is  separate 
from,  and  in  addition  to,  the  ingredient 
statement  required  by  88  80.1(j)  and  1.10 
(a) ,  which  includes  an  the  ingredioits, 
both  nutritive  and  nonnutritive  (by  na¬ 
tural  source  or  chemical  form)  in  de¬ 
scending  order  of  predominance  by 
wei^t.  The  Commissioner  concludes  that 
the  comprehensive  listing  of  aU  ingre¬ 
dients  used  in  the  manufacture  of  a  die¬ 
tary  supiidement  In  descending  order  of 
predominance  by  weight,  in  addition  to. 
and  separate  from,  the  listing  of  vita¬ 
mins  and  minerals  required  by  8  80.1(1) 
is  useful,  appropriate,  and  not  mislead¬ 
ing. 

11.  Two  exceptions  stated  that  FDA 
should  not  classify  the  vitamin  and  min¬ 
eral  ingredients  of  dietary  supplements 
as  “food  additives.**  They  argued  that 
vitamins  and  minerals  sold  as  dietary 
supi^ements  are  not  ‘‘added’*  to  any  food 
and  that  they  should  only  be  restricted  if 
shown  to  be  unsafe  under  conditions  or 


ordinary  use,  noi  matij  on  the  basis 
that  data  establfaMtag  safe^  are  absent. 

The  CoBunissioim^  does  not  agree.  If 
not  generally  rceogniaed  as  safe 
(“GRAS**),  a  vitamiD  or  mineral  Ingre¬ 
dient  in  a  dietary  supplement  Is  a  *Tood 
additive**  within  the  meanbag  at  the  act: 
Any  food  ingredient  (including  a  vitamin 
or  mineral  in  a  dietary  supplement)  that 
is  not  ^morally  reeognized,  among  ex¬ 
pats  qualified  by  scientific  trainiz^  and 
experience  to  evaluate  its  safety,  as  hav¬ 
ing  been  adequate  shown  to  be  safe 
imder  the  conditions  of  its  hatended  use 
in  food  Is  a  “food  additive**  within  the 
meaning  of  section  201  (s)  of  the  act  (31 
TJB.C.  321  (s)>,  and  pursuant  to  sections 
402(a)  (2)  (C>  and  409  of  the  act  (21 
UJS.C.  342(a)  (2)  (C)  and  348)  sudi  use 
is  fUegal  in  the  absence  at  a  food  additive 
regulation  approving  the  use. 

Indeed,  the  Oonferenee  Report  ex¬ 
plaining  the  effect  of  the  1978  vitamin 
and  mineral  amendments  to  the  act  hk- 
cificaUy  ecmflnns  that  *a  vitamin  or  min¬ 
eral  that  is  not  gcneniDy  recognized  as 
safe  for  inclusion  In  'a  dietary  simple- 
ment  Is  properly  regulated  as  a  food 
additive:  “Simflariy,  if  any  vitamin, 
mineral  or  other  food  ingredient  Is  not 
generally  recognioed  as  safe  by  quahfled 
experts  and  meets  the  other  crtterla  of 
the  definition  of  a  food  additive  under 
section  2ftl(s)  of  the  act,  it wtnild be  sub¬ 
ject  to  rcgnlatian  under  section  409  of 
the  act.  If  such  a  vttamdn,  mineral  or 
oth^  ingredient  is  tutenttonally  added 
to  a  food,  such  food  is  adulterated  (with¬ 
in  the  meaning  of  section  403(a)  (2)  (C) 
of  the  act)  unless  hs  use  is  in  oonfmintty 
with  aregulatiac  taued  by  the  Secretary 
which  preserflbes  the  condltioni  undtf 
Rddch  it  may  be  mfefy  used  at  exempts 
it  for  investigational  use  by  qualifted  ex- 
perte.**  (HJt  Hot  94-1805,  94th 

Cong.,.  2d  Sbss.,  28  (1978)  .> 

A  fisting  of  some  of  the  vitamins,  min¬ 
erals,  and  compounds  with  vitamin  and/ 
or  mineral  properties  which  are  general^ 
recogniaed  as  safe  (OStABy,  and  thus 
lawful  for  use  without  a  food  additive 
regulation,  s^rptmn  at  f  131.101(d)  (5> 
(21  CFR  131.181(d)  (8». 

Furthermore,  nranerous  food  additive 
regulations  have  been  promulgated  in 
Part  121  (21  CFR  Part  121)  to  authorize 
the  use  of  certain  vitamln/inineral  in¬ 
gredients,  which  are  food  additives,  in 
dietary  implements.  Fbr  exami^,  panto¬ 
thenic  acid  is  provided  for  ff  121.1037 
and  121.1123;  iodine  in  88  121.1073  and 
131.1149;  ascorbic  acid  and  niacin  in 
§8  121.1995  and  121.1141;  iron  in  8  121.- 
1100;  folic  acid  in  8i  131.1135  and  121- 
1134;  and  vitamin  B**  in  8  121.1136. 

12.  One  exca?tion  objected  to  the  state¬ 
ment  in  the  Itfoy  28. 1975  document  pre¬ 
amble  to  the  tentative  amendments  that 
“Dtetary  sulfur  is  the  form  of  various 
salts  makes  no  contribution  to  the  meta¬ 
bolic  function  of  sulfur  in  the  body."  (40 
FR  23246).  This  exception  contended 
that  imiARg  an  optimal  airinimt.  oi  inor¬ 
ganic  sulfate  is  Included  in  tiie  diet, 
harmful  metabolic  alterations  may  occur. 

The  quoted  statement  should  not  be 
read  out  of  context.  The  Commissioner 
did  not  state  or  meem  to  imj^  tiiat  bi- 
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gested  siilfur-contalnlng  compounds  do 
not  enter  Into  metabolic  reactions.  Sul¬ 
fur-containing  substances,  whlcli  com- 
mcxily  occur  In  foods  (e.g.,  amino  acids, 
protein,  ^e  vitamins  biotin  and  thia¬ 
mine,  sulfates,  and  a  host  of  organic  com¬ 
pounds  in  eggs,  meats,  milk,  and  other 
foods  in  which  sulfur  is  complexed) ,  may 
be  catabollned  and  the  sulfur  may  be 
released  in  the  tissues  or  organs  in  a 
form  whlcdi  the  body  can  use  for  synthe¬ 
sizing  vital  or  useful  substances  such  as 
Insulin  and  cartilage.  Hie  point,  how¬ 
ever  is,  that  a  diet  adequate  in  protein 
will  sui^ly  sufficient  sulfiu-  for  the  body 
to  perform  these  functions.  Hie  Com¬ 
missioner  re^nphasizes  that  hiunans  will 
not  benefit  nutritionally  from  deliberate 
suiH)lementatlon  of  the  diet  with  sulfates, 
be  th^  inorganic  salts  or  any  other  ccsn- 
pound  or  ctsnplex  of  sulfur. 

13.  Several  exceptions  contended  that 
since  every  individual  has  his  or  her  own 
unique  body  chemistry,  U.S.  RDA’s  for 
large  classes  of  individuals  are  imprecise, 
misleading  and/or  conceptually  inade¬ 
quate  for  regulating  vitamin/mineral 
procurations. 

Hie  appropriateness  of  using  the  NAS/ 
NRC  RDA’s  as  a  basis  for  the  UB.  RDA’s 
and  the  appropriateness  of  the  latter  for 
rf^iiatJng  and  informing  consiuners 
about  the  nutritional  value  of  vitamin/ 
mineral  preparations  were  thoroughly 
discussed  docmnents  in  the  Federal  Reg¬ 
ister  of  January  19,  1973  (38  FR  2125- 
2132,  2143-2150,  2152-2162)  and  August 
2.  1973  (38  FR  20708-20718,  20730-20740, 
20745) .  Hie  Court  of  AiH>e^.  while  re¬ 
manding  the  regulations  to  FDA  for  cer¬ 
tain  further  action,  nevertheless  affrmed 
FDA’s  authority  to  use  U.S.  RDA’s  to 
regulate  the  labeling  and  composition  of 
dietary  supplements.  Expert  testimony  at 
the  reopo^  hearing  in  NovKnber  1975, 
as  discussed  in  section  C  of  this  pre¬ 
amble,  reconfirmed  the  validity  and  use¬ 
fulness  of  RDA’s  as  basis  for  the  UE. 
RDA’s. 

14.  Another  exception  asked  that  FDA 
update  the  n.S.  RDA’s  to  reflect  changes 
made  in  the  eighth  edition  oi  the  NAB/ 
NRC  “Recommended  Dietary  Allow¬ 
ances”  (1974).  It  was  contended  that 
such  a  revision  would  significantly  de¬ 
crease  costs  and  that  it  is  necessary  to 
protect  FDA’s  scientific  integrity. 

Hie  Commissioner  recognizes  that  the' 
eighth  editioa  of  “Recommended  Dietary 
Allowances”  contains  several  changes  in 
RDA  values.  Hiese  changes  Include  a 
reduction  In  the  total  number  of  age 
groups  for  which  values  are  giv^  (to  10) , 
reductions  in  the  hipest  RDA  values  for 
each  of  6  nutrients  in  each  age  group.  & 
small  increase  in  the  highest  value  for 
riboflavin,  and  establishment  of  RDA’s 
for  zinc.  The  Commissioner  has  carefully 
considered  the  significance  of  these 
changes  in  terms  of  the  function  of  U.S. 
RDA’s  and  their  relevance  to  consiuners. 
*^6  Ckimmissioner  has  concluded  that 
amending  the  U.S.  RDA’s  at  this  time  to 
acccmmodate  these  changes  would  not 
be  in  the  interest  of  consumers.  (The  new 
RDA’s  for  ^nc  are  consistent  with  the 
U.S.  RDA’s  already  established  for  zinc.) 
However,  it  is  reasonable  to  anticipate 


changes  in  the  existing  UH.  RDA’s  to  re¬ 
flect  changes  in  the  RDA’s  when  the  lat¬ 
ter  are  next  revised.  The  CMmmJssloner 
does  not  believe  that  the  requested  revl- 
si(m  of  the  UJ3.  RDA’s  would  significantly 
decrease  the  cost  oi  foods  to  consumers. 

15.  A  food  retailer  requested  that  para¬ 
graph  (e)(5)  of  S80.1  (S  80.1(a)  (2)  (V) 
of  this  final  regulation)  be  changed  to 
remove  the  word  “attains.”  The  comment 
noted  that  this  paragraph  provides  that 
S  80.1  applies  if  an  added  vitamin  or 
mineral  per  single  serving  “attains  or 
exceeds  50  percent”  of  the  U.S.  RDA.  It 
recommended  that  the  word  “attains” 
be  removed  “to  keep  the  arithmetic 
simple  for  the  consumer”  by  allowing  a 
food  to  provide  and  declare  50  percent 
of  the  n.S.  RDA  without  triggering  the 
requirements  of  9  80.1. 

This  same  request  was  denied  when 
FDA’s  nutrition  ladling  regulations  were 
promulgated  in  the  Federal  Register  of 
March  14,  1973  (38  FR  6951)  (see  No.  13 
at  38  FR  6952) ,  and  the  Commissioner  is 
not  aware  of  any  evidence  to  indicate 
that  change  is  needed.  This  issue  is  not 
really  one  of  “simple  mdthmetic”  for  the 
(xmsiuner;  rather,  the  issue  is  whether  a 
preparatimi  which  provides  50  percent  of 
the  U.S.  RDA  per  serving  is  more  in  the 
nature  oi  a  dietary  supplement  or  of  an 
ordinary  food.  Hie  Commissioner  con¬ 
cludes  that  such  a  product  is  appropri¬ 
ately  regulated  as  a  dietary  supplement. 

16.  One  exception  requested  that  the 
meaning  of  “raw  agrlcultiu*al  commodi¬ 
ties”  in  paragnqA  (e)  (6)  of  9  80.1  (now 
redesignated  as  9  80.1(a)  (2)  (vi))  be 
clarified.  Another  comment  argued  that 
marine  products  as  wen  as  raw  agricul¬ 
tural  commodities  ought  to  be  exempted 
fnun  9  80.1  and  that  the  phrase  “includ¬ 
ing  marine  products”  should  be  rein¬ 
stated  in  9  80.1  (e)  (6) ,  thereby  exempting 
them  on  the  same  terms  they  were 
exempted  before  the  May  28,  1975 
amendment  of  9  80.1. 

Hie  Commissioner  advises  that  the 
term  “raw  agricultural  cmnmodlty”  is 
d^ned  in  section  201  (r)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C. 
321  (r))  as  “any  food  in  its  raw  or 
natural  state.”  Hie  term  “any  food”  in 
section  201  (r)  Includes  marine  products. 
The  Phrase  “in  its  raw  or  natmal  state” 
means  that  nothing  has  been  done  to  the 
article,  other  than  superficial  treatment 
such  as  washing  its  surface,  to  change 
the  article  physically  or  chemically  be¬ 
fore  marketing. 

17.  A  request  was  made  by  a  manufac¬ 
turer  of  vitamin  products  that  the  in¬ 
terim  lower  limit  of  0.05  mg  established 
for  biotin  in  footnote  4  to  the  table  in 
9  80.1(f)  (1)  (now  redesignated  as  §  80.1 
(d)  (1) )  be  extended  past  the  December 
31,  1976  deadline.  The  exception  sought 
this  extension  due  to  the  delays  in  im¬ 
plementation  of  regulations  for  combina¬ 
tion  vitamin/mineral  products.  This 
same  exception  also  requested  that  a 
change  be  made  in  the  final  revisions  to 
allow  the  use  of  “vitamin  H”  as  a 
synonym  for  biotin. 

The  Commissioner  has  determined 
there  is  no  evidence  that  would  justify 
an  extension  of  the  interim  lower  limit 


of  0.05  mg  for  biotin.  This  extension  was 
originally  granted  in  1973  pursuant  to 
evidence  that  insufficient  amounts  of 
biotin  were  avallaUe  to  producers  of 
dietary  supplemkits.  The  extoislon  was 
for  a  period  in  excess  of  3  years,  which 
was  a  reasmiable  amount  of  ti^  and 
which  the  author  of  this  exception  ad¬ 
mits  has  resulted  in  increased  availability 
of  biotin.  Furthermore,  it  should  be  noted 
that  this  is  an  optional  ingredient  in 
dietary  supplements  and  that  the  in¬ 
creased  lower  limits  of  biotin  (0.075  mg 
for  children  vmder  4,  0.15  mg  for  adults 
and  children  4  or  more  years  of  age, 
and  0.3  mg  for  pregnant  or  lactating 
women)  are  not  unreasonable. 

The  Cwnmissioner  has  further  deter¬ 
mined  that  the  use  of  “vitamin  H”  as  a 
synonym  for  biotin  will  not  be  sanc- 
timied.  “Vitamin  H”  is  an  obsolete  term 
that  never  truly  described  a  discrete 
chemical  entity;  it  was  used  to  denote  an 
uncharacterized  semipiu*e  substance  iso¬ 
lated  from  natural  soim;es  with  vitamin¬ 
like  biological  activity  in  a  test  organism. 
It  has  not  been  accepted  in  the  nutri¬ 
tional  literature  as  an  alternate  name 
for  biotin.  Furthermore,  the  Commis¬ 
sioner  desires  to  encoiu*age  use  oi  uni¬ 
form  nomenclature  in  label  declaration 
of  nutrients,  in  order  to  facilitate  con- 
siuner  comparisons  between  products. 
The  use  in  labeling  of  “vitamin  H”  as  an 
alternate  name  for  biotin  would  serve  no 
useful  public  purpose. 

18.  One  exception  asked  that  the  regu¬ 
lations  be  revised  to  include  an  express 
proviso  authorizing  the  sale  of  “imita¬ 
tion”  dietary  supplements. 

The  Commissioner  believes  that  it 
would  be  misleading  to  sell  a  vitamin/ 
mineral  preparation  which  fails  to  com¬ 
ply  with  9  80.1  as  an  “imitation  dietary 
supplement.”  Furthermore,  the  Commis¬ 
sioner  notes  that  this  exertion  was  filed 
before  passage  of  the  1976  vitamin  and 
mineral  amendments  to  the  act.  The  pur¬ 
pose  of  this  exception  was  to  se^  a 
means  of  marketing  vitamin/mineral 
preparations  that  do  not  conform  to 
FDA’s  definition  and  standard  of  identity 
(9  80.1) .  Since  the  new  legislation  gener¬ 
ally  prohibits  FDA  from  limiting  the  in¬ 
clusion  of  ingredients  or  maximum  po¬ 
tency  of  vitamins  and  minerals  in  safe 
dietary  supplements  for  adults  (other 
than  pregnant  or  lactating  wcrnien) ,  the 
pinpose  of  the  exception  largely  has  been 
achieved  by  the  new  legislation. 

19.  One  exception  felt  that  more  de¬ 
tailed  labeling  should  be  required  to  in¬ 
form  consumers  of  the  composition  and 
quality  of  dietary  supplements.  It  was 
suggested  in  this  exception  that  all  in¬ 
gredients  be  listed  on  the  label,  that  the 
weight  of  each  ingredient  be  disclosed, 
and  that  the  expiration  date  and  potency 
of  the  ingredients  at  the  time  of  expira¬ 
tion  be  provided.  ^ 

The  Conunissioner  advises  that  §80.1 
(i)  (1)  already  requires  that  labels  of 
dietary  supplements  list  each  nutrient 
supplied  in  terms  of  U.S.  RDA’s  and  in 
te^s  of  miligrams  (or  other  appropriate 
units  of  measure  as  specified  in  9  80.1(d) 
(1)).  Expiration  dating  for  nutrients 
subject  to  deterioration  is  provided  for 
in  9  80.1(1). 
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20.  Another  exception  objected  to  the 
wording  of  the  Commissioner’s  May  28, 
1975  tentative  amendment  of  9  125.2(b) 
(2) .  It  was  suggested  that  instead  of  the 
present  proviso  regarding  iron  require¬ 
ments,  and  in  accordance  with  the  Court 
of  Appeals’  decision,  the  following  clause 
be-  inserted  in  pau^theses  after  the  first 
word  of  paragraph  (b)  (2) :  “Except  for 
the  iron  requirements  of  infants,  chil¬ 
dren,  and  women  of  child-bearing  age.** 

The  Commissioner  has  determined 
that  the  present  wording  of  9  125.2(b)  (2) 
cu:curately  reflects  his  intention  and  the 
requirements  of  the  Court,  which  found 
that,  based  upon  the  e^dsting  record, 
women  of  child-bearing  age  and  children 
do  have  difficulty  In  obtaining  Iron  re¬ 
quirements  from  conventional  foods  and 
that  therefore  a  general  statement  to 
that  effect  Is  not  misleading  and  should 
be  allowed  (504  F.  2d  802) . 

21.  One  exception  <H>posed  tentative 
9125.3(c),  which  would  have  required 
that  a  labeling  representation  that  a  vi¬ 
tamin  or  mineral  Is  derived  from  a  cer¬ 
tain  source  be  accompanied  by  a  declara¬ 
tion  of  the  percentage  of  the  vitamin  or 
mineral  provided  by  that  source. 

Although  the  Conunlssloner  believes 
that  9  125.3(c)  was  a  desirable  provision, 
he  concluded  that  It  was  not  within 
the  scope  cf  the  remand  instructions  of 
the  court  of  Appeals,  and  accordingly 
the  provision  has  been  deleted  from  the 
regulations  Issued  below.  It  should  be 
noted,  however,  that  section  403(a)  ot 
the  act  continues  to  prohibit  the  sale  of 
products  with  false  or  misleading  label¬ 
ing.  This  includes  a  product  represented 
as  containing  significant  quantities  of  a 
vitamin  or  mineral  from  a  particular 
source  (e.g.,  “Vitamin  C  from  Rose 
Hips”) ,  but  which  in  fact  contains  only 
Insignificant  quantities  of  the  vitamin  or 
mineral  from  that  source. 

22.  The  same  exc«>tion  asked  that 
{125.2(b)(2)  be  expanded  to  Include 
vitamin  B*  folacin,  and  magnesium  be¬ 
cause,  it  asserted,  adequate  supi^ies  of 
these  nutiiaits  are  generally  not  foimd 
in  the  food  supply. 

The  CommissiiHier  is  not  aware  ot  any 
substantial  evidence  to  Indicate  that  a 
balanced  diet  of  ordinary  foods  cannot 
supply  adequate  amounts  of  these  three 
nutrients. 

E.  1976  Amendments  to  Federal  Food, 
Drug,  and  Cosmetic  Act 

On  April  22, 1976,  the  President  signed 
new  legislation  which  amends  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  so  as 
to  restrict  FDA’s  authority  to  limit  the 
inclusion  of  ingredients  and  maximum 
potency  of  vitamins  and  minerals  in 
dietary  supplements  which  are  offered 
for  use  by  adults,  other  than  pregnant  or 
lactating  women,  and  are  recognized  as 
safe.  (Pub.  L.  94-278,  94th  Congress 
(HUe  V) ;  codified  as  21  U.S.C.  350.) 

Products  subject  to  the  legislation. 
■nie  restrictions  In  the  new  legislation 
ap!^  only  to  “a  food  for  humans  which 
is  a  food  for  special  dietary  use — (A) 
which  is  or  contains  any  natural  or  syn¬ 
thetic  vitamin  or  mineral,  and  (B) 
which — (1)  is  Intended  for  ingestion  in 


tablet,  capsule,  or  liquid  form,  or  (il)  if 
not  intended  for  ingestlcm  in  such  form, 
does  not  simulate  ar.d  Is  not  represented 
as  conventional  food  (e.g..  vitamin  en¬ 
riched  bread,  milk,  breakfast  cereals, 
etc.)  and  Is  not  represented  for  use  as  a 
sole  item  of  a  meal  or  of  the  diet.”  (The 
legislation  provides  that  “a  food  shall  be 
considered  as  intended  for  Ingestion  in 
liquid  form  onh’  if  it  is  formulated  in  a 
fluid  carrier  and  it  is  Intended  for  inges¬ 
tion  in  daily  quantities  measured  in  drops 
or  similar  small  units  of  measure.”) 

The  legislation  specifically  provides 
that  it  does  not  apply  to  a  vitamin/ 
mineral  preparation  “represented  for 
use  by  individuals  in  the  treatment  or 
management  of  specific  diseases  or  dis¬ 
order,  by  children  or  by  pregnant  or 
lactating  women.”  (The  term  “children” 
is  defined  as  "individuals  who  are  under 
the  age  of  twelve  years.”)  Congress,  rec¬ 
ognizing  the  vulnerability  of  children 
under  12  years  of  age  and  pregnant  and 
lactating  women,  stated  in  their  Joint 
Conference  Report  accomptmying  this 
legislation,  at  page  28,  that  "it  is  Intended 
that  the  Secretary  retain  fun  authority 
to  promulgate  regulations  designed  to 
assure  that  unsuitable  or  inappropriate 
vitamin  and  mineral  preparations  are 
not  inadvertently  administered  to  In¬ 
dividuals  in  these  vulnerable  groups.” 
Xjabeling  provisions  designed  for  this 
purpose  will  be  iM-oposed  in  a  future  Issue 
of  the  Federal  Regjster. 

Thus,  in  general,  the  legislation  applies 
to  tablets,  capsules,  dn^lets,  and  similar 
lureparations  not  reseml^ing  ordinary 
foods,  which  are  sold  as  dietary  supple¬ 
ments  of  one  or  more  vitamins  or  min¬ 
erals  for  use  by  adults  other  than  preg¬ 
nant  or  lactating  women. 

Definition  of  "special  dietary  use."  The 
new  legislation  defines  the  term  "special 
dietary  use”  tor  purposes  of  identifying 
tiw  vitamin/mineral  preparations  to 
which  it  allies.  This  definitimi  differs  In 
certain  particulus  from  the  definition  of 
the  term  in  9 125.1(a)  of  the  August  2, 
1973  regulations.  Since  the  definition  In 
the  new  legislation  applies  only  to  those 
vitamin/inineral  preparations  subject  to 
the  new  legislation,  the  Commissioner 
could  retain  the  definition  published  In 
the  August  2,  1973  regulations  for  other 
preparations  (e.g..  dietary  supplements 
represented  for  use  by  individuals  in  the 
treatment  or  management  d  specific  dis¬ 
eases  or  disorders,  by  childrai,  or  by 
pregnant  or  lactating  women;  vitamin/ 
mineral  prepxarations  which  simulate 
conventional  food;  etc.).  However,  the 
Commissioner  ccmcludes  that  no  useful 
purpose  would  be  served  by  such  actUm, 
which  would  result  in  two  slightly  differ¬ 
ent  definitions  of  "special  dietary  use,” 
one  applicable  to  preparations  subject  to 
the  new  legislatlcm  and  the  other  am^i- 
cable  to  other  foods  for  special  dietary 
use.  Accordingly,  the  final'  revised  reg¬ 
ulations  adopt  the  definition  "special 
dietary  use”  contained  in  the  new  legis¬ 
lation  for  all  foods  governed  by  Part  125. 

Effect  of  the  new  legislation.  The  new 
legislation  provides  that  PDA  may  not 
rely  on  its  authority  imder  section  401  of 
the  act  (21  U.S.C.  341)  to  establish 


standards  of  identity  for  foods  or  its 
authority  under  sections  201  (n)  and  403 
of  the  act  (21  n.8.C.  321  (n)  and  343)  to 
prevent  misbranding  of  foods,  to  estab¬ 
lish  maximum  limits  on  the  potency  of 
any  vitamin  or  mineral,  or  to  restrict  the 
combination  or  number  of  any  vitamin, 
mineral,  or  other  Ingredient  in  a  prep¬ 
aration  to  which  it  applies. 

FDA  retains  authority  to  require  that 
a  vitamin  or  mineral  hicluded  in  a  die¬ 
tary  supplement  be  present  in  an  amount 
appropriate  for  dietary  supplementation, 
i.e.,  to  establish  minimum  potency  re¬ 
quirements  so  that  preparations  pro¬ 
viding  quantities  of  a  vitamin  or  min¬ 
eral  insufficient  for  supplementation 
purposes  may  be  prohibited. 

The  new  legislation  provides  that  in¬ 
gredients  that  are  not  vitamins  or  min¬ 
erals  (e.g.,  rutin,  other  bioflavonoids,  or 
paxa-aminobenzoic  acid)  may  not  be 
listed  in  the  laheling  of  a  preparation  to 
which  the  legislation  applies  except  as 
a  part  of  a  list  of  an  Ingredients  in  the 
product  (l.e.,  the  list  which  includes  all 
ingredi^ts  used  in  the  manufacture  of 
the  product.  Including  preservatives, 
stabilizers,  flavors,  sweeteners,  colors, 
carriers,  bases,  en.,  in  descending  order 
of  predominance  by  wel^t).  The  new 
legislation  also  provides  that  the  label¬ 
ing  and  advertising  for  any  food  to 
which  it  apidies  may  not  give  prominence 
to  or  emphasize  Ingredients  which  are 
not  vitamins,  minerals,  or  represented 
as  a  source  of  vitamins  or  mine'als. 

Restrictions  on  formulations  because 
of  safety  considerations.  The  new  leg¬ 
islation  does  not  restrict  FDA’s  authority 
to  limit  the  congposition  of  dietary  sup¬ 
plements  on  the  basis  of  safety  consid¬ 
erations.  For  example,  if  use  of  a  vita¬ 
min  or  mineral  is  not  generally  recog¬ 
nized  u  ssde,  within  the  meaning  of  sec¬ 
tion  201  (s)  of  the  act  (21  UJSX).  321  (a) ). 
it  may  be  used  only  in  a  manner  con¬ 
sistent  with  an  approving  food  additive 
regulation  and  pursuant  to  sections  402 
(a>  (2)  (C)  and  409  of  the  act  (21  nJ3.C. 
342(a)  (2)  (C) ,  and  348) .  Thus,  FDA  has 
promulgated  a  food  additive  regulation 
limiting,  for  reasons  of  safety,  the 
amount  of  the  vitamin  folic  acid  which 
may  be  used  in  dietary  sui^ements  in 
accordance  with  { 121.1134  (21  CFR 
121.1134) .  Likewise,  pursuant  to  sectimi 
503(b)  of  the  act  (21  UB.C.  353(b)), 
FDA  has  restricted  to  prescription  drug 
status  high  potency  preparations  of 
vitamins  A  and  D  which  are  not  safe  for 
use  except  under  the  supervision  of  a 
physician,  as  provided  by  §9  250.109  and 
250.110  (21  CFR  250.109  and  250.110). 
(These  regulations  have  been  sustained 
in  court.  National  Nutritional  Foods 
Assn.  V.  Weinberper,  512  F.  2d  688  (2d 

Cir.  1975), - F.  Supp. _ (No.  73 

Civ.  3448,  July  2, 197«>.> 

False  claims.  The  new  legislation  does 
not  permit  false  or  misleading  claims 
to  be  made  for  a  vitamin/miDeral  m^Qia- 
ration.  If  labeling  is  false  or  misleading 
In  any  particular,  the  product  will  be 
deemed  to  be  misbranded  pursuant  to 
sections  201  (n)  and  403(a)  of  the  act 
(21  U.S.C.  321  (n)  and  343(a)). 
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Drug  claims.  The  legislation  also  pro¬ 
vides  that  FDA  may  not  classify  a  vita- 
mln/mlneral  pr^aratlon  as  a  drug 
"solely  because  it  exceeds  the  level  of 
potency  which  the  Secretary  [FDA]  de¬ 
termines  is  nutritionally  rational  or  use- 
fuL”  However,  pursuant  to  section  201 
(g)(1)(B)  of  the  act  (21  UB.C.  321(g) 
(1)(B)).  If  the  labeling  or  advertising 
for  a  vitamln/mlneral  preparation  makes 
drug  claims,  the  preparation  is  a  drug 
subject  to  the  drug  requirements  of  the 
act. 

Advertising  of  vitamin/mineral  prep¬ 
arations.  The  new  legislation  gives  FDA 
limited  new  authority  over  the  advertis¬ 
ing  of  vitamln/mlneral  prQ>aratlons. 
Generally,  the  PMeral  Trade  Commis¬ 
sion  (PTC)  has  exclusive  authority  over 
the  advertising  of  food.  Under  the  new 
legislation,  FDA  may  pursue  seizures  and 
injunctions  tmder  the  act  when  the  ad¬ 
vertising  of  a  vitamln/mlneral  pr^}- 
aration  is  misleading  in  a  material  re¬ 
spect.  However,  before  taking  such 
action,  FDA  is  in  most  Instances  required 
under  the  new  legislation  to  notify  FTC 
of  a  suspected  advertising  vlolatimi.  If 
within  90  days  FTC  or  the  Attorney  Gen¬ 
ial  takes  action  against  the  advertising 
imder  the  Federal  Trade  Commission 
Act,  FDA  may  not  Institute  action  under 
Uie  Federal  Food.  Drug,  and  Cosmetic 
Act.  ends  requirement  of  prior  notice  to 
FTC  and  deferral  to  action  under  the 
Federal  Trade  Commission  Act  does  not 
apply  if  FDA  action  against  the  adver¬ 
tising  "is  required  to  eliminate  an  im¬ 
minent  hazard  to  health.’*) 

Summary.  The  regulations  promul¬ 
gated  below  have  been  revised  to  comply 
with  the  new  amendments  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act  as  well  as 
the  remand  directions  of  the  Second  Cir¬ 
cuit.  This  has  been  accomplished  by  in¬ 
corporating  in  S  125.1  the  legislative  def¬ 
inition  ci  "special  dietary  use",  as  dis¬ 
cussed  above,  and  by  adding  new  para¬ 
graph  (e)  to  §  80.1  which  provides  that 
products  subject  to  the  new  vitamin/ 
mineral  legislation  are  not  subject  to  the 
ma-vimiiTn  potency  limits  and  the  limits 
on  inclusion  of  Ingredients  otherwise  im¬ 
posed  on  dietary  supplemmts  by  SS  80.1 
and  125.2(b)(5).  (A  cross-reference  to 
§  80.1(e)  has  been  added  to  §  125.2(b) 
(5) .)  The  maximxun  potency  limits  and 
limits  on  inclusion  of  ingredients  estab¬ 
lished  by  §  80.1  remain  applicable  to 
preparations  not  subject  to  the  new  vita¬ 
min/mineral  legislation,  e.gn  dietary 
supplements  offered  for  use  by  Infants 
or  by  pregant  or  lactating  women. 

F.  OTHEB  MATTERS 

(1)  Reorganization  and  recodification 
of  regulations  for  clarity.  In  addition  to 
substantive  revisions  of  the  regulations 
discussed  in  sections  B,  D,  and  E  above, 
the  Commissioner  has  reorganized  the 
regxUatlons  to  Improve  clarity.  For  ex¬ 
ample:  §  80.1  has  been  expanded;  para¬ 
graphs  (a)  through  (n)  have  been  given 


descriptive  subject  headings;  and  vari¬ 
ous  provlsimis  of  the  regulatimi  have 
been  relocated  imder  the  appropriate 
headings.  Thus,  the  list  of  articles  not 
subject  to  the  definition  and  standard 
of  identity  has  been  given  an  appropriate 
heading  and  moved  forward  to  9  80.1(a) 
(2),  where  it  follows  Immediately  after 
9  80.1(a)(1),  which,  imder  appropriate 
heading,  describes  the  articles  that  are 
subject  to  the  definition  and  standard. 
(In  the  regulations  as  published  August 
2.  1973,  the  articles  not  subject  to  the 
definition  and  standard  were  listed  at 
both  paragraphs  (b)  (5)  and  (e)  of  9  80.1. 
and  the  exemptive  provision  at  para¬ 
graph  (b)  (5)  appeared  under  a  heading 
which  did  not  accurately  characterize 
the  provision.) 

(2)  Effective  date.  The  Commissioner 
recognizes  that  the  new  regulations  are 
likely  to  require  extensive  relabeling  (as 
well  as  some  reformulation  for  dietary 
supplements  represented  for  use  by  in¬ 
fants.  children,  or  pregnant  or  lactating 
women) .  and  he  Intends  to  allow  reason¬ 
able  time  for  compliance. 

On  the  other  hand,  the  new  vitamin 
and  mineral  legislation  requires  exten¬ 
sive  labeling  revisions  even  in  the  absence 
of  the  new  FDA  regulations.  For  exam¬ 
ple,  the  new  legislation  provides  that  a 
preparation  to  which  it  applies  may  not 
list  its  ingredients  that  are  not  vitamins 
and  minerals  except  as  a  part  of  a  list  of 
all  the  ingredients  and  in  accordance 
with  applicable  regulations  under  sec¬ 
tion  403  of  the  act  (21  U.S.C.  343) .  i.e., 
99  1.10  and  1.10a  (21 CFR  1.10  and  1.10a) . 
Congress  provided  that  the  labeling  re¬ 
quirements  of  the  new  legislation  "shall 
take  effect  180  days  after  the  date  of 
enactment  of  this  Act.”  The  new  legisla- 
ti<m  was  enacted  April  22, 1976,  and  thus 
it  will  becMne  effective  October  19,  1976. 
The  Commissioner  cannot  postpone  en¬ 
forcement  of  an  act  of  Congress  without 
just  and  compelling  cause. 

In  consideration  of  the  extensive  re¬ 
labeling  that  will  be  required  for  compli¬ 
ance  with  the  new  regulations,  the  Cmn- 
missioner  has  determined  to  postpone 
the  effective  date  of  the  new  regulations 
until  January  1,  1978,  i.e.,  he  will  apply 
the  regulations  to  products  that  are  ini¬ 
tially  Introduced  into  interstate  com¬ 
merce  on  or  after  that  date.  Voluntary 
compliance  may  b^dn  immediately. 

To  facilitate  uniform  labeling  change - 
overs  by  Industry,  the  Commissioner  ad¬ 
vises  that  he  will  similarly  postpone  en¬ 
forcement  of  the  labeling  requirements 
of  the  new  vitamin  and  mineral  legisla¬ 
tion,  i.e.,  that  he  will  apply  the  labeling 
requirements  of  the  new  legislation  to 
products  that  are  initially  introduced 
into  interstate  commerce  on  or  after 
January  1,  1978.  Again,  voluntary  com¬ 
pliance  may  begin  immediately. 

(3)  Judicial  review.  In  promulgating 
these  revised  regulations,  the  Commis¬ 


sioner  has  endeavored  to  comply  cMi- 
scientiously  with  the  remand  directions 
of  the  Court  of  Appeals.  Furthermore, 
recognizing  the  will  of  Cfongress,  the 
Commissioner  has  moved  expeditiously 
also  to  amend  the  regulations  so  that 
they  no  longer  purport  to  limit  the  in¬ 
clusion  of  Ingredients  or  maximum  po¬ 
tency  of  vitamins  or  minerals  in  prepara¬ 
tions  subject  to  the  new  legislation.  The 
Commlssicmer  believes  that  there  is  no 
valid  pretext  for  further  litigation  over 
the  propriety  of  these  regulations.  How¬ 
ever,  if  anyone  should  believe  that  the 
the  new  regulations  fail  to  comply  with 
the  remand  directions  of  the  Court  of 
Appeals,  with  due  consideration  to  Con¬ 
gress’  new  requirements,  the  Commis¬ 
sioner  asks  that  any  such  person  seek  re¬ 
lief  from  the  UB.  Court  of  Appeals  for 
the  Second  CTircuit  forthwith  so  that  the 
matter  can  be  setUed  as  quickly  as  pos¬ 
sible.  The  regulation  of  dietary  supple¬ 
ments  has  been  a  matter  of  controversy 
for  several  years,  with  almost  constant 
activity  and  uncertainty  in  administra¬ 
tive,  judicial,  and  legislative  arenas. 
There  is  need  now  for  some  finality  and 
certainty  in  the  rules  to  govern  this  sub¬ 
ject. 

The  Commissioner  has  reviewed  these 
final  revised  regulations  and  concludes 
that  they  will  not  significantly  affect  the 
quality  of  the  human  environment  and 
that  an  environmental  impact  statement 
is  not  required.  A  copy  of  the  environ¬ 
mental  assessment  is  on  file  with  the 
Hearing  Clerk,  Food  and  Drug  Adminis¬ 
tration.  Rm.  4-65,  5600  Fishers  Lane, 
Rockville,  MD  20852. 

Therefore,  in  accordance  with  the  fore¬ 
going  discussion,  and  pursuant  to  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(secs.  201  (n),  401,  403  (a)  and  (j),  411, 
701  (a)  and  (e) .  52  Stat.  1041, 1046-1048, 
1055,  70  Stat.  919,  90  Stat.  410-411  (21 
U.S.C.  321(n),  341,  343  (a)  and  (j),  350, 
371  (a)  and  (e) ) ) ,  and  under  authority 
delegated  to  the  Cmnmissioner  (21  CFR 
5.1)  (recodification  published  in  the 
Federal  Register  of  June  15, 1976  (41  FR 
24262) ) ,  Chapter  I  of  Title  21  of  the  Code 
of  Federal  Regulations  is  amended  as 
follows: 

In  Part  80  by  revising  §  80.1  to  read 
as  follows: 

§  80.1  Dietary  supplenienis  of  vitamins 
and  minerals. 

(a)  General  provisions — (1)  Articles 
subject  to  this  regulation;  "dietary  sup¬ 
plements."  The  diefery  supplements  of 
vitamins  and/or  minerals  for  which  defi¬ 
nitions  and  standards  of  identity  are 
prescribed  by  this  section  are  prepared 
and  offered  as  tablets,  capsules,  wafers, 
or  other  similar  uniform  units;  in  pow¬ 
der,  granular,  fiake,  or  liquid  form;  or  in 
the  physical  form  of  conventional  foods; 
and  purport  to  be  or  are  represented  for 
special  dietary  use  by  man  to  supple - 
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meut  his  diet  by  increasiiig  the  total  di> 
etary  Intake  of  one  or  in(»<e  of  the  ee- 
sential  vitamins  and/or  minerals  speci¬ 
fied  in  paragraph  (d)  of  this  section.  The 
dietary  supplements  of  vitamins  and/or 
minerals  are  henceforth  referred  to  as 
“dietary  supplements”  in  this  section. 

(2)  Articles  not  subject  to  this  regu¬ 
lation.  This  section  does  not  apply  to: 

(i)  Any  food  which  contains  or  con¬ 
sists  of  any  vitamin  or  mineral  listed  in 
5  125.1(b)(1)  of  this  chapter,  or  any 
combination  thereof,  provided  that  all  (kC 
the  following  requirements  are  met:  (a) 
No  such  nutrient  is  contained  at  a  level 
of  50  percent  or  more  of  the  adult  U.S. 
RDA  per  serving  for  that  nutrient,  (b) 
no  direct  or  implied  representation  Is 
made  on  the  label,  in  labeling,  or  in  ad¬ 
vertising  that  Uie  product  is  a  dietary, 
supplement  or  is  adequate  or  appropri¬ 
ate  for  supplementing  the  daily  diet  with 
essential  nutrients,  and  (c)  the  product 
is  labeled  pmsuant  to  §  1.17  of  this  chap¬ 
ter. 

(ii)  Foods  the  composition  of  which  is 
defined  by  other  regulations,  e.g.,  other 
foods  for  which  definitions  and  stand¬ 
ards  of  Identity  or  nutritional  quality 
guidelines  have  been  promxilgated,  or 
statutes. 

(ill)  Any  food  represented  for  use  as 
the  sole  item  of  a  meal  or  of  the  diet. 

(iv)  Foods  represented  for  use  solely 
imder  medical  supervision  to  meet  nu¬ 
tritional  requirements  in  specific  med¬ 
ical  conditions. 

(v)  Conventional  foods  to  which  one 
or  more  nutrient  (s)  listed  in  paragraph 
(d)  (1)  of  this  section  are  added  to  im¬ 
prove  nutritional  quality,  unless  the  total 
level,  including  any  naturally  occurring 
amoimts,  of  any  such  added  vitamin  or 
mineral  per  single  serving  attains  or 
exceeds  50  percent  of  the  U.S.  Recom¬ 
mended  Daily  Allowance  (U.S.  RDA)  for 
adults  and  diildren  4  years  or  more  of 
age  as  specified  in  5125.1(b)(1).  in 
which  case  the  provisions  of  both  this 
section  and  5  1.17  shall  apply.  If  the  pro¬ 
visions  of  both  this  section  and  5  1-17  of 
this  chapter  apply  to  a  food,  the  labeling 
of  such  food  shall  conform  to  the  labeling 
established  in  this  section  exc^t  that 
the  labeling  established  in  5  1.17(c).  in¬ 
cluding  the  order  for  listing  vitamins  and 
minerals  estcUdlished  in  5  1.17(c)  (7)  (iv). 
shall  be  used  in  lieu  of  the  labeling  es¬ 
tablished  in  paragraph  (1)  (1)  of  this  sec¬ 
tion. 

(vl)  Raw  agrlcultmal  commodities. 

(vil)  A  food  with  nutrients  restored  to 
pre-processing  levels  or  added  piursuant 
to  5  1.8(e)  of  this  chapter  so  that  it  is 
not  nutritionally  inferior  to  the  food  for 
which  it  substitutes  and  which  it  resem¬ 
bles. 


(3)  Enforcement.  Any  food  product 
that  meets  the  definition  of  a  dietary 
swplement  in  paragraph  (a)  (1)  of  thia 
section  and  whl<di  is  not  subject  to  any 
of  the  exemptions  set  fmili  in  para¬ 
graph  (a)  (2)  of  this  section  and 
which  fails  to  comply  with  the  require¬ 
ments  of  this  section.  Including  a  multi- 
component  supplement  not  subject  to 
paragraph  (e)  of  this  section  which  of¬ 
fers  an  added  vitamin  or  mineral  not 
permitted  by  this  section  or  which  offers 
a  greater  potency  of  any  vitamin  or  min¬ 
eral  tiian  is  permitted  by  this  section, 
will  be  deemed  to  be  in  violation  of 
section  403(g)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (hereafter  “the  act”), 
which  provides  tiiat  a  food  shall  be 
deemed  to  be  misbranded  if  it  piu^rts 
to  be  or  is  represented  as  a  food  for 
whidi  a  definltimi  and  standard  of  id^- 
tity  has  been  prescribed,  unless  it  con¬ 
forms  to  the  definition  and  standard. 

(4)  Other  requirements  of  law.  Com¬ 
pliance  with  the  requirements  of  thi* 
section  does  not  exempt  a  dietaiy  sup¬ 
plement  from  other  requirements  of  any 
other  applicable  regulations,  whether  or 
not  cross-referenced  herein. 

(5)  Amendments  to  this  standard. 
Amendment  of  the  permissible  combina¬ 
tions  of  vitamins  and/or  minerals,  as 
established  in  paragraph  (b)  of  this 
section,  or  of  the  permitted  range  of  po¬ 
tency  for  any  vitamin(s)  or  mineral(s) 
in  a  dietary  supplement  as  established 
in  paragnq>h  (c)  of  this  section,  or  any 
other  Eunendments  to  this  section,  may  be 
proposed  by  the  Commissioner  of  Food 
and  Drugs  on  his  ovm  initiative  or  upon 
petition  an  Interested  person  in  ac¬ 
cordance  with  the  procedure  set  forth  in 
Part  2  of  this  chapter.  Any  such  peti¬ 
tion  shall  be  submitted  in  the  form  set 
forth  in  5  2.65  of  this  chapter  and  shall 
include  data  to  show  that  such  amend¬ 
ment  will  promote  honesty  and  fair  deal¬ 
ing  in  the  interest  of  consumers. 

(b)  Inclusion  of  vitamins  and  min- 
erals  in  dietary  supplements.  Except  as 
provided  in  paragraph  (e)  of  this  sec¬ 
tion:  (DA  dietary  supplement  consist¬ 
ing  of  more  than  one  vitamin  or  mineral 
shall  contain  only  those  vitamins  and/ 
or  minerals  listed  in  paragraph  (d)  (1) 
of  this  section  and  shEdl  be  offered  for  its 
vitamin  and/or  mineral  content  only  in 
the  following  c<xnblnations,  with  the 
provision  that  any  vitamin  or  mineral 
defined  as  optional  in  paragraph  (d)  (1) 
of  this  section  may  be  omitted: 

(i)  All  vitamins  and  minerals. 

(ii)  AH  vitamins. 

(iii)  All  minerals. 

(iv)  All  vitamins  and  the  mineral  IroQ. 

(V)  A  dietary  supplement  of  vitamins 

A,  D,  and  C,  represented  for  use  by  in¬ 


fants  and/or  children  under  4  years  of 
age,  composed  of  vitamin  A,  vitamin  D 
and  vitamin  C.  Vitamhn  B  and/or  iron 
may  be  Included  as  optional  ingredients 
in  such  a  preparation:  Provided,  That 
inclusion  of  the  (^tional  ingredients  vi¬ 
tamin  D  and/or  phosphorous  in  the  die¬ 
tary  supplements  idrotUkd  in  para¬ 
graph  (b)(1)  (i),  (ii).  (M>  or  (iv)  of 
this  section  does  not  require  Incliislon  of 
any  additional  optional  ingredients.  In¬ 
clusion  of  the  optional  ingredients  biotin 
and  pantothenic  acid  and/or  copper  and 
zinc  in  such  products  does  not  require 
Inclusion  of  vitamin  D  and/or  phosphorus 
when  the  latter  two  nutrients  are  op¬ 
tional.  Inclusion  of  any  of 'the  other 
optional  ingredients  (biotin  ar  panto¬ 
thenic  acid  for  vitamins  and  copper  or 
zinc  for  minerals)  in  such  products  re¬ 
quires  the  incliision  of  both  such  optional 
Ingredients  if  the  product  is  a  multl- 
vitamin  or  multimineral  stu^lement.  and 
requires  the  inclusion  of  sill  four  such 
ingredients  if  the  product  is  a  multi¬ 
vitamin  and  multimineral  supplement; 
smd:  Provided  further.  That  folic  acid  is 
optional  for  liquid  dletsuy  supi^ements 
because  of  Instability  of  the  vitamin  in 
liquid  preparations.  A  liquid  dietary  sup¬ 
plement  represented  as  a  “multivltsunin” 
preparation  but  not  containing  folic  acid 
shall  bear  the  following  statement  on  the 
label:  “This  product  does  not  contain 
the  essential  vltcunin  folic  acid,”  which 
shall  immediately  follow  the  listing  of 
vitamins  and  minerals  as  prescribed  in 
paragrsqih  (i)  of  this  section. 

(2)  A  dietary  supplement  may  also  be 
composed  of  a  single  vitamin  or  mineraL 

(c)  Potency  of  vitamins  and  minerals 
in  dietary  supplements.  (1)  Except  as 
provided  in  paragraph  (e)  of  this  sec¬ 
tion,  and  subject  to  good  manufactming 
practices,  dietary  supplem^ts  shall  cmi- 
tkin  in  the  specified  dally  quantity  not 
less  than  the  lower  limit  nor  more  than 
the  upper  Hmit  of  any  nuMent  specified 
in  paragraph  (d)  (1)  of  this  section  for 
the  groups  for  which  the  supplonent  is 
offered. 

(2)  For  the  purposes  of  this  section, 
the  term  “daily  quantity”  means  the 
quantity  of  a  dietary  supiHement  that 
shall  be  specified  in  the  labeling  for  con¬ 
sumption  in  a  period  of  1  di^,  and  which 
shall  be  an  amoimt  or  number  of  units 
reasonably  suitable  for  and  practicable 
of  consumption  in  1  day. 

(d)  UJS,  Recommended  Dotty  Allow¬ 
ance.  (1)  The  following  table  sets  forth 
the  permissible  qualitative  and  quantita¬ 
tive  c(xnpositi<xi  of  dietary  supplements 
of  vitamins  and/or  minerals  for  pur¬ 
poses  of  paragraphs  (b)  and  (c) : 
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U^.  recommended  dailf  aHorectnete  {UJL  BDA^e)  cmd  permutibU  eompotUionel  rangeefor  dietary  tuppUmerUt  of  v^amint  and  minerals 


CMWrw  Bnd«r  4  ywgi  «<  1^  « 


Unit  of  mMsanment 


Adolti  aad  ohlMnB  4  or  mot* 

yon  of  ago 


Frofnant  or  ViBtetlm  yonw 


howet 

Mmit 


u& 

ROA 


Upi*r 

Umtt 


Law 

limit 


U.A 

BDA 


Uw»or 

Umtt 


Lowar 

Umtt 


u.a 

RDA 


Upper 

Umtt 


V  iOunlna— Mandatory; 

V'itamin  A _ 

Vitamin  D  • _ 

Vitamin  K _ 

Vitamin  C.. _ 

Folio  acid  » _ 

Thiamine _ 

Riboflayin. _ _ _ 

Niacin _ 

Vitamin  B« _ 

Vitamin  Bn _ 

Optional: 

Vitamin  D _ 

Biotin _ _ 

Pantothenic  add _ 

Minerals— Mandatory: 


Caldnm _ 

Phosphorus  * _ 

Iodine _ 

Iron _ 

Magnerium _ 

Optional: 

Phoephcms  * _ 

Copper^ _ 

Zinc _ 


_ International  taatta. 

.do. 

_ do. 

_ IfUl^giuna. _ 


_ do _ 

_ do _ 

_ Micrograms 


ksn 

A500 

AOOO 

AOOO  ' 

AOOO 

AOOO 

AOOO 

400 

. 

_ 

400 

400 

400 

15 

15 

30 

45 

80 

80 

60 

00 

30 

00 

90 

00 

00 

120 

.3 

.2 

.4 

.4 

.4 

.8 

.8 

LOO 

.75 

LSO 

X2S 

LSO 

L70 

AOO 

LS 

.0 

L7 

AO 

L7 

AO 

A4 

UL5 

MLO 

2ao 

3ao 

aao 

2ao 

400 

LOS 

LOO 

ZOO 

AOO 

AOO 

ASO 

AOO 

4.5 

1.0 

AO 

AO 

AO 

AO 

12.0 

International  nntts. 
MiU^n^ _ 


Orams _ 

_ do _ 

Micrograms. 

Mill^rams.. 


_ Orams _ 


_ MiU^mms. 


.075  .150  a225 


AS 

AO 

7.5 

.125 

.800 

L200 

.125 

.800 

L200 

35 

70 

105 

5 

10 

15 

40 

.  ... 

200 

300 

LO 

L5 

AO 

AO 

.  lAO 

200 

400 

400 

.150 

.300 

.450 

AO 

lAO 

lAO 

.135 

LOOO 

LSOO 

.125 

LOOO 

LSOO 

75 

150 

225 

9 

18  ' 

27 

100 

400 

600 

LO 

AO 

AO 

7.5 

15.0 

2A5 

J3OO 

.300 

.600 

lao 

lao 

200 

.125 

L300 

AOOO 

ISO 

150 

800 

18 

18 

00 

100 

460 

800 

.125 

LSOO 

AOOO 

LO 

AO 

AO 

7.5 

lAO 

300 

*  When  labeled  for  use  by  infants,  a  dietary  supplemntt  shall  contain  not  less  than  the  lower  limit  designated  for  a  nutrient  in  this  set  ot  columns,  nor  more  than  100  percent 
of  the  infant  UB.  RDA  for  a  nutrient  as  prescribed  in  sec.  125.1(b)  M  this  chapter  except  that  the  ievel  of  biotin,  when  used,  shall  be  0.06  mg  daily  recommended  quantity. 

)  Optional  for  adnits  and  children  4  or  mote  years  of  age. 

*  Optional  far  Uquid  products. 

*  Optional  far  i>regnant  or  lactating  women.  When  present,  the  quantity  of  phosphwus  may  be  not  greater  than  the  quantity  of  calcium. 


(2)  The  UJ3.  Recommended  Daily  Al¬ 
lowances  (U.S.  RDA’s)  have  been  derived 
by  the  Fo(xl  and  Drug  Administration 
from  the  “Recommended  Dietary  Allow¬ 
ances,”  published  by  the  Food  and  Nutrl- 
tlcxi  Bocu-d,  Natlfmal  Academy  of  Sci¬ 
ences/National  Research  Council,  and 
are  subject  to  amendment  as  more 


(4)  In  addition  to  the  nutrients  listed 
in  paragraph  (d)  (!)  of  this  section, 
other  vltandns  and  minerals  recognized 
as  essential  car  i»obably  essential  in  hu¬ 
man  nutrition  in  their  biologically  active 
forms  but  for  which  no  U.S.  RDA’s  have 
been  established  are:  vitamin  K,  choline, 
and  the  minerals  chlorine,  chromium, 
fluorine,  manganese,  molybdenum, 
nickel,  potassium,  selenium,  silicon,  so¬ 
dium.  tin,  and  vanadium. 

(e)  Exemption  from  limitations  on  in¬ 
clusion  of  ingredients  and  from  maxi¬ 
mum  potency  restrictions  for  certain 
dietary  supplements.  (1)  Ihirsuant  to 
section  411(a)  (1)  of  the  act,  the  limita¬ 
tions  established  by  paragraphs  (b)  and 
(d)  of  this  section  and  by  §  125.2(b)  (5) 
of  this  chapter  with  respect  to  the  inclu¬ 
sion  of  vitamins,  minerals,  and  other  in¬ 
gredients  in  dietary  supplements,  and  the 
maximum  limits  on  potency  established 
by  paragraphs  (c)  and  (d)’of  this  sec¬ 
tion  shall  not  apply  to  a  food  for  special 
dietary  use,  defined  in  §  125.1(a)(1)  of 


knowledge  on  human  nutrient  require¬ 
ments  becfxnes  available. 

(3)  For  determining  the  percentage  of 
the  UB.  RDA  present  in  a  dietary  sup¬ 
plement,  the  quantitative  content  of  the 
following  vitamins  shall  be  calculated  in 
terms  of  the  following  chemically  iden¬ 
tifiable  reference  forms: 


this  chapter,  which  is  or  contains  any 
vitamin  or  mineral  and  which  complies 
with  the  following  criteria: 

(1)  The  preparation  is  intended  for 
ingestion  in  tablet,  capsule,  or  liquid 
form,  or,  if  not  intended  for  ingestion 
in  such  a  form,  does  not  simulate  and 
is  not  represented  as  conventional  food 
and  is  not  represented  for  use  as  a  sole 
item  of  a  meal  or  of  the  diet;  and 

(il)  The  preparation  is  not  represented 
for  use  by  individuals  in  treatment  or 
management  of  specific  diseases  or  dis¬ 
orders,  by  children,  or  by  pregnant  or 
lactating  women. 

(2)  For  purposes  of  paragraph  (e)  (1) 
of  this  section:  a  food  shall  consid¬ 
ered  as  intended  for  ingestion  in  liquid 
form  only  if  it  is  formulated  in  a  fluid 
carrier  and  it  is  intended  for  ingestion 
in  daily  quantities  measured  in  drops  or 
similar  small  units  of  measure;  and  the 
term  “children”  means  individuals  who 
are  under  the  age  of  12  years. 


(3)  The  exemption  provided  by  section 
411(a)(1)  of  the  act  and  paragraph 
(e)(1)  of  this  section  does  not  apply  to 
minimum  potency  requirements  estab¬ 
lished  by  this  section.  Whenever  a  vita¬ 
min  or  mineral  for  which  a  U.S.  RDA 
has  been  established  is  includ^  in  a 
dietary  supplement,  the  supplement  shall 
provide  in  the  recommended  dally  quan¬ 
tity  at  least  the  lower  piotency  limit  for 
the  vitamin  or  mineral  established  by 
the  table  in  paragraph  (d)(1)  of  this 
section. 

(4)  The  exemption  provided  by  section 
411(a)(1)  of  the  act  and  paragraph 
(e)  (1)  of  this  section  does  not  apply  to 
restrictions  on  maximum  potency  im¬ 
posed  by  the  act  or  by  relations  for 
reasons  of  safety  under  paragraph  (f) 
of  this  section. 

(f)  Restrictions  on  maximum  potency 
of  vitamins  and  minerals  for  reasons  of 
safety.  Restrictions  of  the  maximum  po¬ 
tency  of  a  vitamin  or  mineral  may  be 
imposed  for  reasons  of  safety  by  the 
act  or  by  reg;ulation.  For  convenience, 
certain  restrictions  are  cross-referenced 
below: 

(1)  Vitamin  A — See  S  250.109, 

(2)  Vitamin  D— See  §  250.110. 

(3)  Folic  acid— See  §  121.1134. 

(4)  Iodine— See  §§  121.1073  and  121. 
1149. 

(5)  Cc^jper— See  §  121.101(d)  (5). 

(6)  Fluorine — See  §  121.10. 

(7)  Potassium — See  §  201.306. 

(8)  Any  vitamin  or  mineral  which  is 
included  in  a  dietary  supplement  and 
which  is  not  generally  recognized, 
among  experts  qualified  by  scientific 
training  and  experience  to  evaluate  its 
safety,  as  having  been  adequately  shown 
to  be  safe  under  the  conditions  of  Its 
intended  use  is  a  food  additive  within 
the  meaning  of  section  201  (s)  of  the  act, 
and  pursuant  to  sections  402(a)  (2)  (C) 


Reference  form 

Vitamin 

Name' 

Empirical  farmnla 

Molecular 

w^ht 

Vitamin  C _ _ 

J>AsoorUc  acid.  .  _ _ _  ....  _ 

....  C«H|0( 

176.2 
441. 41 

_ CijHiiClN«08.  HC!1 

337.28 

37087 

12A11 

....  CtHiNOt 

....  C,HiiNOi 

169.18 

1.355.40 

24A81 

219.23 

_ C^iiCoNuOuP 

Biotin _ _ _ 

D^Biotln _  _ 

. —  Ci,Hij^iO»8 
....  CiHitNOi 
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and  409  of  the  act  such  Inclusion  Is  H- 
legcd  in  the  absence  of  a  food  additive 
regulaticm  approving  such  inclusion.  A 
listing  of  some  of  the  vitamins,  miner¬ 
als,  and  compoimds  with  vitamin  and/ 
or  mineral  properties  which  are  geni¬ 
ally  recognized  as  safe,  and  which  thus 
may  lawfully  be  Included  in  a  dletaiy 
supplement  without  a  food  additive  reg¬ 
ulation,  appears  at  $  121.101(d)  (5). 

(g)  Acceptable  ingredient  sources  for 
dietary  supplements:  (1)  A  vitamin  or 
mineral  used  in  a  dietary  supplement 
may  be  supplied  by  any  suitable  sub¬ 
stance  which  is  not  a  food  additive  as 
defined  in  section  201  (s)  of  the  act;  or 
if  it  is  a  food  additive  as  so  defined.  It 
shall  be  iised  in  conformity  with  regula¬ 
tions  established  pursuant  to  section 
409  of  the  act. 

(2)  Any  safe  and  suitable  substance 
may  be  used  as  preservative,  stabilizer, 
fiavor,  sweetener,  color,  seasoning,  car¬ 
rier,  base,  or  vehicle,  or  to  facilitate 
preparation  of  vitamin  or  mineral  sub¬ 
stances.  A  dietary  supplement  shall  be 
prepared  so  that  any  such  substance 
contained  therein  does  not  exceed  the 
amoimt  reasonably  required  to  accom¬ 
plish  its  intended  physical  or  technical 
effect,  and  so  tiiat  the  biological  avail- 
abiUtV  of  the  vitamin(s)  and  mineral(s) 
is  not  impaired  by  the  presence  of  such 
substance.  Any  such  substance  shall  not 
be  a  food  additive  or  color  additive  as 
defined  in  section  201  (s)  or  (t)  of  the 
act;  or  if  it  is  a  food  additive  or  color 
additive  as  so  defined,  it  shall  be  used 
in  conformity  with  regulations  estab¬ 
lished  pursuant  to  section  409  or  706  of 
the  act. 

(h)  Nomenclature.  (1)  The  name  of  a 
dietary  supplement  shall  consist  of  a 
term  descriptive  of  the  vitamin  and/or 
mineral  composition  of  the  product,  as 
established  in  paragraph  (h)  (2)  of  this 
section,  together  wi^  a  phrase  or 
phrases  designating  the  group  (s)  for 
which  the  supplement  is  intended,  as 
established  in  paragraph  (h)  (3)  of  this 
section,  e4r.,  “multivitamin  and  multi¬ 
mineral  supplement  for  children  under 
4  years  of  age”;  “dietary  supplement  of 
vitamin  C  and  E  for  adults”.  The  name 
of  the  dietary  supplement  shall  appear 
prominently  and  conspicuously  on  the 
principal  display  panel  (s)  of  the  label. 
The  letters  or  phrase  (s)  designating  the 
consumer  group  (s)  for  which  the  product 
is  represented,  shall  be  no  less  than  one- 
third  the  size  of  those  used  in  the  term 
descriptive  of  the  composition  of  the 
product.  In  addition  to  the  name  pre¬ 
scribed  by  this  paragraph,  a  dietary 
supplement  may  be  labeled  with  a  pro¬ 
prietary  name:  Provided,  That  it  is  not 
false  or  misleading  in  any  particular. 

(2)  The  terms  used  to  describe  the 
vitamin  and/or  mineral  composition  of 
dietary  supplements  shall  be  as  follows: 

(i)  “Multivitamin  and  multimineral 
supplement”  for  a  dietary  supplement 
containing  all  vitamins  and  minerals 
identified  as  “mandatory,”  for  the 
group  (s)  for  which  the  supplement  is 
offer^,  in  the  table  in  paragraph  (d)  (1) 
of  this  section. 


(ii)  “Multivitamin  supplement”  for  a 
dietary  supplement  containing  all  vita¬ 
mins  identified  as  “mandatory,”  for  the 
group  (s)  for  which  the  supplement  is 
offered,  in  the  table  in  paragraph  (d)  (1) 
of  this  section. 

(iii)  “Multimineral  supplement”  for  a 
dietary  supplement  containing  all  min¬ 
erals  identified  as  “mandatory,”  for  the 
group  (s)  for  which  the  supplement  is 
offered,  in  the  table  in  paragraph  (d) 
Xl)  of  this  section. 

(iv)  “Multivitamin  and  iron  supple¬ 
ment”  or  “multivitamin  supplement  with 
iron”  for  a  dietary  supplement  contain¬ 
ing  all  vitamins  identified  as  “manda¬ 
tory,”  for  the  group  (s)  for  which  the 
supplement  is  offered,  in  the  table  in  par¬ 
agraph  (d)  (1)  of  this  section  and  the 
mineral  iron. 

(v)  “ _ supplement”  for  a  dietary 

supplement  containing  a  single  vitamin 
or  mineral  listed  in  paragraph  (d)  of  this 
secticm  (the  blank  to  be  filled  in  with  the 
name  of  the  vitamin  or  mineral) . 

(Vi)  “Dietary  supplement  of  vitamins 
A,  D,  and  C"  for  a  preparation  comply¬ 
ing  with  paragraph  (b)(1)  (v)  of  this 
section,  provided  that  if  vitamin  E  is  in¬ 
cluded,  the  term  shall  read  •  vita¬ 
mins  A,  D,  C,  and  E  *  *  and  that  if 
iron  is  included,  the  term  shall  conclude 
with  “•  *  •  with  iron”  or  “•  *  *  and 
iron.” 

(vii)  If,  pursuant  to  section  411(a)  (1) 
of  the  act  and  paragraph  (e)(1)  of  this 
secti<m.  the  dietary  supplement  contains 
more  than  one  vitamin  or  mineral  but 
does  not  meet  the  criteria  for  any  of  the 
preparations  identified  in  paragraph  (h) 
(2)  (1)  through  (vl)  of  this  section,  the 
inreparation  shall  bear  a  term  that  is  ac¬ 
curately  descriptive  of  its  vitamin  and/or 
mineral  emnposition,  e.g.,  “dietary  sup¬ 
plement  of  vitamins  A,  C,  and  E.”  The 
term  “multivitamin”  shall  not  be  used  to 
describe  a  product  which  fails  to  provide 
al  of  the  vitamins  Identified  as  “manda¬ 
tory,”  for  the  group(s)  for  which  the 
supplement  Is  offered,  in  the  table  in 
paragraph  (d) ,  except  as  provided  in  the 
secmid  proviso  clause  of  paragraph  (b) 
(1)  of  this  section  with  respect  to  a  liq¬ 
uid  multivitamin  preparation  which  does 
not  Include  folic  acid,  and  the  term  “mul¬ 
tivitamin”  shall  not  be  used  to  describe 
a  product  which  fails  to  provide  all  of  the 
minerals  identified  as  “mandatory,”  for 
the  group(s)  for  which  the  supplement  is 
offered,  in  the  table  in  paragraph  (d)(1) 
of  this  section. 

(3)  The  phrases  used  to  designate  the 
group  (s)  for  which  a  dietary  supplement 
is  intended  shall  be  as  follows : 

(i)  “Pot  infants.” 

(ii)  “For  children  under  4  years  of 
age." 

(iii)  “For  adults  and  children  4  or 
more  years  of  age.” 

(Iv)  “For  pregnant  or  lactating 
women.” 

(v)  If,  pursuant  to  section  411(a)(1) 
of  the  act  and  paragraph  (e)  (1)  of  this 
section,  a  dietary  supplement  does  not 
comply  with  the  formulation  and  potency 
criteria  established  in  paragraphs  (b) 
and  (c)  of  this  section,  the  supplement 
may  not  be  offered  for  any  of  the  groups 


identified  in  paragraph  (h)  (3)  (D 
through  (iv)  because  the  exemption  from 
formulation  and  potency  restrictions  au> 
thorized  by  section  411  (a)  (1)  oi  the  act 
and  paragraph  (e)  ( 1)  of  this  section  does 
not  apply  to  preparations  offered  for  use 
by  persons  under  12  years  of  age  or  by 
pregnant  or  lactating  women.  Such  a 
preparation  shall  accurately  Identify  the 
group  for  which  it  Is  offered,  e.g.,  “FV>r 
adulte”  or  “For  persons  12  years  of  age 
or  older,  other  than  pregnant  or  lactat¬ 
ing.  women.” 

(1)  Format  for  listing  vitamins  and 
minerals.  (1)  Immediately  following  the 
name  of  the  dietary  supplement  (i.e.,  the 
term  descriptive  of  the  vitamin  and/or 
mineral  composition  of  the  product  to¬ 
gether  with  the  phrase  or  phrases  desig¬ 
nating  the  group(s)  for  which  the  sup¬ 
plement  is  intended,  as  required  by  para¬ 
graph  (h)  of  this  section)  on  the  princi¬ 
pal  display  panel,  or  on  the  information 
panel  pursuant  to  §  l.Sd  of  this  chapter 
if  insufficient  space  is  available  on  the 
principal  display  panel,  the  label  shall 
bear  a  listing  in  tabular  form  of  each  of 
the  vitamins  and/or  minerals  supplied  by 
the  specified  dally  quantity  of  the  dietary 
supplement,  such  daily  quantity  being 
specified  at  the  of  the  list.  (In  the 
event  a  dietary  supplement  is  offered  for 
more  than  one  group,  the  specified  daily 
quantity  and  listing  of  vitamins  and/or 
minerals  for  each  group  shall  be  stated 
separately  on  the  label.)  The  vitamins 
and/or  minerals  shall  be  described  by  the 
names  appearing  in  paragraph  (d)  of 
this  section  and  shall  be  grouped  and 
identified  separately  as  “vitamins”  and/ 
or  “minerals”  without  reference  to  “man¬ 
datory”  or  “optional.”  Within  each  cate¬ 
gory  (i.e.,  “vitamins”  and  “minerals”), 
the  vitamins  or  minerals  shall  appear  in 
the  order  listed  in  paragn4>h  (d)  of  this 
sectlim.  The  quantity  of  each  vitamin 
and/or  mineral  present  in  a  specified 
daily  quantity  of  the  dieteury  supplement 
shall  be  stated  as  a  part  of  this  Ust  and 
expressed  in  percentage  of  the  U.S.  RDA 
for  each  group  for  which  the  supplement 
if  offered.  The  quantity  of  each  vitamin 
and/or  mineral  present  in  the  specified 
daily  quantity  of  the  dietfuy  supplement 
shall  also  appear  in  the  tabular  listing 
in  terms  of  the  imlt  of  measure  specified 
in  paragraph  (d)  (1)  of  this  section:  Pro¬ 
vided.  That  if  the  dietary  supplement  in¬ 
cludes  a  vitamin  or  mineral  for  which  no 
U.S.  RDA  has  been  established,  the  list¬ 
ing  shall  state  the  quantity  in  standard 
metric  units  of  weight  of  each  such  nu¬ 
trient  supplied  by  the  food  when  ccai- 
sumed  in  the  specified  quantity  during 
a  period  of  1  day,  accompanied  by  the 
statement  “No  U.S.  Recommended  Daily 
Allowance  (U.S.  RDA)  has  been  estab¬ 
lished  for  this  nutrient,”  or  followed  by 
an  asterisk  referring  to  another  asterisk 
placed  at  the  bottom  of  the  table  and 
followed  by  that  statement. 

(2)  For  determining  the  percentage 
contents  of  the  U.S.  RDA’s  present  in  the 
dietary  supplement,  the  quantitative 
content  of  the  following  vitamins  shall  be 
calculated  in  terms  of  the  following 
chemically  identifiable  reference  forms: 
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Reference  form 


Vltanta 

Nairn 

EmpMoal  focnuila 

MoIgooIv 

valfht 

VHjunin  — 

-  r-tnifti 

i7e.i2 

441.41 

FnlU*  fipJd  _ 

. CaHitClNiOS.  HCl 

837.28 

nr.H»N40, 

S76.I7 

_  _  n,H,NO, 

128.11 

CiHiiNOt 

109.18 

C«HmCoNuOi4F 

1,365.40 

244.31 

219.23 

Biotin . 

X^Biotln . . 

. C,.Hi.N,Oi8 

_ CtHirNOf 

(3)  The  foUowinir  synonyms  may  be 
added  in  parentheses  immediately  fol¬ 
lowing  the  name  of  the  vitamin  in  the 
listing  described  in  paragraph  (i)  (1)  of 
this  section: 

Vitamin  Synonym 

Vitamin  C _  Ascorbic  acid. 

Folic  acid _ FOlacln. 

lUboSavin _  Vitamin 

llilamine _  Vitamin 

(j)  List  of  inffredients.  A  separate  list 
of  all  ingredients  used  in  the  manufac- 
tme  of  the  product  shall  be  Included  on 
the  panel  pursuant  to  the  requirements 
of  Part  1  of  this  chapter.  Such  list  shall 
include  the  natural  soiuve  or  chemical 
form  of  each  individual  nutrient  present 
in  the  dietary  supplement. 

(k)  Dietary  supplements  containing 
alcohol.  When  a  dietary  supplement  is 
in  liquid  form  and  contains  alcohol,  the 
label  shall  state  the  percent-by-volume 
of  alcc^ol  present. 

(l)  Expiration  date.  A  dietary  supple¬ 
ment  containing  one  or  more  nutrients 
subject  to  deterioration  below  the  labeled 
value  before  consumption  shall  bear  on 
its  outside  wrapper  or  container,  as  well 
as  on  the  label  of  its  Immediate  con¬ 
tainer,  the  statement:  “Ejcplratlon  date 

_ ,”  the  blank  to  be  filled  in  with 

a  month  and  year.  The  expiration  date 
shall  be  the  date  selected  by  the  manu¬ 
facturer,  packer,  or  distributor  of  the 
dietary  supplement  on  the  basis  of  tests 
or  other  information  showing  that  the 
dietary  supplement,  imtil  that  date,  im- 
der  the  conditions  of  handling,  storage, 
and  use  prescribed  by  directions  appear¬ 
ing  on  its  label,  or,  in  the  absence  of 
such  prescribed  directions,  under  cus¬ 
tomary  or  usual  conditions  of  handling, 
storage  and  use,  will  contain  not  less 
than  the  quantity  of  each  such  vitamin 
and/or  mineral,  as  set  forth  on  its  label, 
when  consumed. 

(m)  Conspicuousness  of  labeling.  All 
labeling  information  required  by  this 
section  shall  app>ear  with  the  conspic¬ 
uous  required  by  section  403(f)  of  the 
act  and  §  1.8d  of  this  chapter.  In  addi¬ 
tion,  the  following  labeling  requirements 
shall  be  met: 

(1)  The  list  of  nutrients  required  by 
paragraph  (i)  (1)  of  this  section  shall 
appear  in  uniform  tjrpe  size. 

(2)  The  synonyms  permitted  by  para¬ 
graph  (i)  (3)  of  this  section,  if  used,  and 
the  list  of  ingredients  required  by  para¬ 
graph  (j)  of  this  section  shall  appear  in 
uniform  type  size,  and  in  type  size  no 
larger  than  that  used  for  the  list  of  nu¬ 
trients  required  by  paragraph  (i)(l)  of 
this  section. 


(n)  Certain  labeling  prohibitions.  Be¬ 
cause  dietary  supplements  are  foods  for 
special  dietary  use,  the  labels  and  label¬ 
ing  for  dietary  supplments  are  subject  to 
the  prohibitions  contained  in  §  125.2(b) 
of  this  chapter  in  addition  to  the  require¬ 
ments  of  this  section. 

2.  In  Part  125: 

a.  By  revising  §S  125.1, 125.2,  and  13^.3, 
to  read  as  follows:  by  revoking  S  125.4 
and  by  amending  S  125.5(e)  by  deleting 
the  reference  to  S  125,4. 

§  125.1  Definitions  and  interpretations 
of  terms. 

The  definitions  and  interpretations  of 
terms  contained  in  section  201  of  the 
Federal  Food,  Drug  and  Cosmetic  Act 
(hereafter  “the  act”)  shall  be  applicable 
with  the  following  additions: 

(a)  “Special  dietary  use.”  (1)  The 
term  “special  dietary  use”  as  applied  to 
food  used  by  man  means  a  particular  use 
for  which  a  food  purports  or  is  repre¬ 
sented  to^  used,  including  but  not  lim¬ 
ited  to  the  following : 

(i)  Supplying  a  special  dietary  need 
that  exists  by  reason  of  a  physical,  physi¬ 
ological,  pathological,  or  other  condition, 
including  but  not  limited  to  the  condi¬ 
tion  of  disease,  convalescence,  preg¬ 
nancy,  lactation,  infancy,  allergic  hsrper- 
sensitivity  to  food,  imderweight,  over¬ 
weight,  or  the  need  to  control  the  intake 
of  sodiiun. 

(ii)  Supplying  a  vitamin,  mineral,  or 
other  ing^lent  for  use  by  man  to  sup¬ 
plement  his  diet  by  increasing  the  total 
dietary  intake.  (Rviles  applicable  to  the 
composition  and  labeling  of  dietary  sup¬ 
plements  of  vitamins  and  minerals,  in¬ 
cluding  applicable  exemptions,  are  pro¬ 
vided  by  §  80.1  of  this  chapter.) 

(iii)  Supplying  a  special  dietary  need 
by  reason  of  being  a  food  for  use  as  the 
sole  item  of  the  diet. 

(2)  The  use  of  an  artificial  sweetener 
in  a  food,  except  when 'specifically  and 
solely  used  for  achieving  a  physical  char¬ 
acteristic  in  the  food  which  cannot  be 
achieved  with  sugar  or  other  nutritive 
sweetener,  shall  be  considered  a  use  for 
regulation  of  the  intake  of  calories  and 
available  carlxdiydrate,  or  for  use  in  the 
diets  of  diabetics  and  is  therefore  a  spe¬ 
cial  dietary  use. 

(b)  U.S.  Recommended  Daily  Alloip- 
ances  W.S.  RDA’s).  (1)  The  term  “U.S. 
Recommended  Daily  Allowance  (17.8. 
RDA)  ”  means  the  following  daily 
amounts  of  the  following  vitamins  and 
minerals: 
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Vitamins  anfl  miiMrali  > 

Unit  ol  measmement 

Inteta 

ChOdraa 
under  4  yean 

af  aci 

Adoltaand 

eliadnn4ar 

aaaaayaaa 

afaga 

Prefnantar 

InetaOiiK 

wamaa 

Vitamin  A _ 

IntemAtionAl 

.do.... 

l,B0O 

400 

xaoo 

400 

kOOO 

400 

8,000 

400 

• 

10 

80 

80 

MilUKrams..  ..  _ 

U 

40 

60 

60 

.1 

.3 

•  4 

•  8 

.s 

.7 

1.7 

.« 

.8 

LT 

2.0 

8 

B 

20 

20 

.4 

.7 

2.0 

Z8 

Micrograms. 

2 

3 

0 

8 

.30 

10 

.06 

.15 

.30 

3 

6 

10 

Qrams. -  - 

.6 

.8 

1.0 

1. 3 
1.3 
ISO 

18 

460 

.6 

.8 

1.0 

Iodine.. _ 

Micrograms _ 

Milligrams _ _ _ 

46 

IS 

70 

10 

160 

10 

m  »  .  n  f  .  .  .  u. 

70 

200 

400 

.6 

1.0 

ZO 

ZO 

Ido.::: _ 

6 

8 

16 

li 

I  The  foUowing  synonjms  may  be  added  in  parentheses  immediately  followin*  the  name  of  the 

r  '  _  _ Ateorbic  acid. 

- - - - vitomin 


ThlamliiD- 


VltazDinBi. 


(2)  The  U.S.  Recommended  Daily  Al¬ 
lowances  (UJ3.  RDA’s)  have  been  derived 
by  the  Pood  and  Drug  Administration 
from  the  “Recommended  Dietary  Allow¬ 
ances,”  published  by  the  Food  and  Nutri¬ 
tion  Board,  National  Academy  of  Sci¬ 
ences/National  Research  Council,  and 
are  subject  to  amendment  as  more 


knowledge  on  human  nutrient  require¬ 
ments  becomes  available. 

(3)  For  determining  the  percentage 
of  the  n.S.  RDA  present  in  a  qiiantity  of 
food,  as  required  by  $  125.3(a) ,  the  quan¬ 
titative  content  of  the  following  vitamins 
shall  be  calculated  in  terms  of  the  follow¬ 
ing  chemically  Identifiable  reference 
forms: 


Reference  Form 

Vitamin 

Natne 

Empirical  formnla 

Molecular 

wdght 

....  C«HK>. 

176.12 

....  Ci»Hj»N70« 

441.41 

....  C«iHnClN40S.  HCl 

337.28 

_ CirHnN^Oi 

376.37 

_ _ CtHiNO. 

123.11 

....  CiHiiNOi 

169.18 

Vitamin  Bu... . 

.  Cyanocobalaiiiin . . . 

....  CnHnCoNnOnP 
....  CioHi»N,OjS 

1,355.40 

244.31 

....  CiHmNO, 

219.23 

(c)  In  addition  to  the  nutrients 
listed  in  paragraph  (b)  of  this  section, 
other  vitamins  and  minerals  recognized 
as  essential  or  probably  essential  in  hu¬ 
man  nutrition  in  their  biologically  active 
forms  but  for  which  no  U.S.  RDA’s  have 
been  established  are:  vitamin  K,  choline, 
and  the  minerals  chlorine,  chromium, 
fiuorine,  manganese,  molybdenum, 
nickel,  potassium,  selenium,  silicon, 
sodium,  tin,  and  vanadiiun. 

(d)  The  term  “artificial  sweetener” 
means  a  sweetening  substance  not  used 
in  normal  metabolism  as  a  source  of  cal¬ 
ories. 

(e)  The  term  “infant”  means  a  person 
not  more  than  12  months  of  age. 

(f)  The  term  “serving”  means  that 
reasonable  quantity  of  food  suited  for  or 
practicable  of  consumption  as  part  of  a 
meal  either  by  an  adult  male  engaged  in 
light  physical  activity,  or  by  an  infant 
or  child  when  the  article  purports  or  is 
represented  to  be  for  infant  feeding  or 
child  consumption.  A  label  statement  re¬ 
garding  a  serving,  as  used  in  this  part, 
shall  be  in  terms  of  a  convenient  unit  of 
such  food  or  a  convenient  unit  of  meas¬ 
ure  that  can  be  readily  understood  by 


purchasers  of  such  food,  e.g..  a  serving 
may  be  expressed  in  terms  of  slices,  cook¬ 
ies,  or  wafers,  or  in  terms  of  ounces,  fiuld 
ounces,  teaspoonfuls,  tablespoonfuls,  or 
cupfuls.  A  teaspoonful  shall  be  consid¬ 
ered  to  mean  5  milliliters  (approximately 
Ye  fiuld  ounce)  in  volume;  a  tablespoon¬ 
ful  shall  be  considered  to  mean  15  milli¬ 
liters  (approximately  *4  fluid  ounce)  in 
volxime;  and  a  cupful  shall  be  considered 
to  mean  240  mlUiliters  (approximately 
8  fluid  ounces)  in  voliune. 

(g)  The  term  “diabetic”  means  a  per¬ 
son  having  diabetes  mellitus. 

§  125.2  General  label  stalenients;  die¬ 
tary  properties;  value;  placement. 

(a)  If  a  food  purports  or  is  represented 
to  be  for  any  special  dietary  use,  imless 
covered  by  other  regulations,  the  princi¬ 
pal  display  panel  of  its  label  shall  bear  a 
conspicuous  statement  of  the  usefulness 
of  the  food,  limited  to  a  listing  of  the 
dietary  properties  upon  which  such  use  is 
based:  Provided,  however,  That  if  in¬ 
sufficient  space  is  available  on  the  prin¬ 
cipal  display  panel,  the  information 
panel  may  be  used  pursuant  to  §  1.8d  of 
this  chapter,  if  such  use  is  consistent 


with  9  1.9  of  this  chapter.  Such  statement 
shall  show  the  presence  or  absence  of 
any  substance,  any  alteration  of  the 
quantity  or  character  of  any  constituoit, 
and  any  other  special  dietary  property 
of  such  food  upon  which  such  use  is 
based. 

(b)  A  food  which  piuTwrts  or  is  repre- 
soited  to  be  a  food  for  special  dietary 
use  shall  be  deemed  to  be  misbranded 
under  sections  201  (n)  and  403  (a)  and 
(j)  of  the  act  if  Its  labeling  bears  any 
statement,  vignette,  or  other  printed  or 
graphic  matter  that  represents,  suggests, 
or  implies: 

(1)  That  the  food,  because  of  the  pres¬ 
ence  or  absence  of  certain  vitamins  and/ 

minerals,  is  adequate  or  effective  in 
the  prevoitlon,  cm^,  mitigation,  or  treat¬ 
ment  of  any  disease  mr  symptom,  except 
that  the  label  may  state  that  the  food  is 
a  soxu-ce  of  an  essential  nutrient  and  that 
this  nutrlait  is  impmiant  for  good  nu¬ 
trition  and  health,  and  except  that  pro¬ 
vision  shall  not  apply  to  foods  repre- 
s^ted  for  use  sol^  under  medical  super¬ 
vision  in  the  dietary  management  of 
specific  and  disorders. 

(2)  That  a  balanced  diet  at  ordinary 
foods  cannot  supply  adequate  amounts  of 
nutrients:  Provided,  That  reinesoita- 
tions  may  be  made  that  it  is  often  im¬ 
practical  to  supply  the  Iron  requirements 
of  infants,  childr^  and  womm  of  child¬ 
bearing  age  with  a  diet  of  conventional 
foods. 

(3)  That  the  lack  of  optimum  quality 
of  a  food,  by  reason  of  the  soil  on  which 
that  food  is  grown,  is  or  may  be  respon¬ 
sible  for  an  inadequacy  or  deficiency  in 
the  quality  of  the  daily  diet. 

(4)  That  the  storage,  transportation, 
processing,  or  cooking  of  a  food  is  or  may 
be  responsible  for  an  Inadequacy  or  de¬ 
ficiency  in  the  quality  of  the  dally  diet. 

(5)  That  the  food  has  dietary  proper¬ 
ties  when  such  properties  are  of  no  sig¬ 
nificant  value  or  need  in  human  nutri¬ 
tion.  Except  as  provided  in  9  80.1(e)  of 
this  chapter,  ingredients  or  products 
such  as  rutin,  other  bioflavonoids,  para- 
aminobenzoic  acid,  and  similar  sub¬ 
stances  which  have  in  the  past  been  rep¬ 
resented  as  having  nutritional  properties 
but  which  have  not  been  shown  to  be 
essential  to  human  nutrition  may  not  be 
combined  with  vitamins  and/or  minerals, 
added  to  food  labeled  in  accordance  with 
this  section,  or  otherwise  used  or  repre¬ 
sented  in  any  way  which  states  or  im¬ 
plies  nutritional  benefit.  Ingredients  or 
products  of  this  type  may  be  marketed 
as  individual  products  or  mixtures  there¬ 
of  :  Provided,  That  the  possibility  of  nu¬ 
tritional,,  dietary,  or  therapeutic  value  is 
not  stated  or  implied.  Examples  of  false 
or  misleading  statements  or  implications 
are: 

(i)  Label  statements  to  the  effect  that 

need  or  usefulness  in  hiunan  nutrition 
has  not  been  established.  ^ 

(ii)  Label  statements  which  otherwise 
disclaim  nutritional,  dietary,  or  thera-  i 
peutic  value. 

(6)  That  a  natural  vitamin  in  a  food  I 
Is  superior  to  an  added  or  synthetic 
vitamin,  or  that  there  is  a  differiNice  be-  J 
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tween  vitamins  naturally  present  and 
those  that  have  be^  added. 

§125.3  Label  statemenU  relating  to  vita* 
mins  and  mino'als. 

(a)  Vitamins  and  minerals  for  which 
U.S.  RDA’s  are  established.  If  a  food  pur¬ 
ports  or  is  represented  to  be  for  special 
dietary  use  because  of  vitamin  or  min¬ 
eral  properties  for  which  U.S.  RDA’s 
have  been  established,  the  label  shall 
bear  a  statement  of  the  percentage  of 
the  U.S.  RDA  of  such  vitamins  and  min¬ 
erals,  as  set  forth  in  §  125.1(b),  supplied 
by  such  food  when  consumed  in  a  spec¬ 
ified  quantity  during  a  period  of  1  day. 
The  quantity  specified  shall  be  a  reason¬ 
able  quantity  suitable  for  and  practicable 
of  consumption  within  1  day.  The  order 
in  which  the  nutrients  appear  on  the 
label  shall  be  the  order  in  i  125.1(b).  ex¬ 
cept  when  other  regulatlcms  provide 
otherwise.  Immediately  preceding  the 
declaration  of  vitamin  and  mineral  con¬ 
tent,  tile  following  heading  shall  be 
stat^  ‘'Percentage  of  n.S.  Recom- 
mendM  Dally  Allowances  (n.S.  RDA).** 
If  such  purported  or  represented  special 
dietary  use  is  for  persons  within  more 
than  one  groiqi  for  which  n.S.  RDA’s 
are  established,  such  statement  shall  in¬ 
clude  the  percentage  for  each  group. 
Whm  the  percentage  of  the  n.S.  RDA 
is  a  wh<de  number  and  a  fractlcsi  or  a 
whole  number  and  a  decimal,  it  shall  be 
expressed  as  the  whole  number  dis¬ 


regarding  the  flection  or  declmaL  The 
total  quantity  of  vitamins  or  minerals 
in  a  food  shall  be  no  less  than  the  amount 
declared,  and  no  more  than  a  reas<mable 
amoimt  above  the  declared  quantity. 
Reasonable  variations  caused  by  heat, 
light,  oxidation,  storage,  traiisportation, 
or  unavoidable  deviations  in  good  manu¬ 
facturing  practice  are  recognized. 

(b)  Vitamins  and  minerals  for  which 
no  UJS.  RDA’s  are  established.  If  a  food 
purports  or  is  represented  to  be  for  spe¬ 
cial  dietary  use  because  of  the  presence 
of  a  vitamin  or  mineral  for  which  no 
TJS.  RDA  has  been  established,  the  quan¬ 
tity  of  each  such  nutrient  (in  the  order 
listed  in  S  125.1(c),  except  when  other 
regulations  provide  otherwise)  supplied 
by  the  food  when  ccmsumed  in  a  specified 
qiiantity  during  a  period  of  1  day  shall  be 
stated  on  the  label  in  standard  metric 
units  of  weight  followed  by  the  statement 
*'No  UJS.  Recommended  Daily  Allowance 
(UJS.  RDA)  has  been  established  for  this 
nutrient”  or  by  an  asterisk  referring  to 
another  asterisk  at  the  bottom  of  the 
table  and  followed  by  that  statement. 
The  quantity  of  consiunptlon  specified 
shall  be  a  reasonable  quantity  suitable 
for  and  practicable  of  consumption  with¬ 
in  1  day. 

(c)  Applicability.  When  paragraphs 
(a)  and  (b)  of  this  section  are  both  ap- 
plk^able:  information  required  by  para¬ 
graph  (b)  with  respect  to  vitamins  shall 
follow  immediately  after  information  re¬ 


quired  by  pargaraph  (a)  with  respect  to 
vitamins;  information  required  by  para¬ 
graph  (b)  with  respect  to  minerals  Kh«.n 
foUow  immediately  after  information  re¬ 
quired  by  paragraph  (a)  with  respect  to 
minerals;  and  the  quantity  of  consump¬ 
tion  specified  pursuant  to  each  para¬ 
graph  shall  be  the  same. 

(d)  Iodized  salt.  The  requirements  of 
this  section  shall  not  apply  to  iodized  salt 
when  the  declared  content  of  the  iodine 
compoimd  in  the  salt  is  equivalent  to  0.01 
percent  by  weight  iodine. 

§  125.4  [Revoked] 

b.  By  revoking  §  125.4. 

§  125.5  [Amended] 

c.  In  S  125.5  by  deleting  the  reference 
to  “125.4”  in  paragraph  (e) . 

Effective  date.  Voluntary  compliance 
with  these  regnilations  may  begin  Octo¬ 
ber  19, 1976  and  all  products  Initially  in¬ 
troduced  into  interstate  commerce  on  or 
after  January  1,  1978,  shall  fully  comply. 

(Secs.  201  (n).  401,  403  (a)  and  (J).  4h.  701 
(a)  and  (e).  62  Stat.  1041,  1046-1048,  1055, 
70  Stat.  919,  90  Stat.  410-411  (21  UJS.C.  321 
(n),  341,  343  (a)  and  (]).  350,  371  (a)  and 
(•)).) 

Dated:  October  12,  1976. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

|FR  Doc.76-30404  FUed  10-18-76:8:45  am] 
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